Hopatok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUTIPOOYBaHb JTiKapChbKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX IOINPAaBOK /0
MPOTOKOJTIB K/TiHIYHUX BUMTPOOYBaHb,
BHECEeHHs 3MiHU [0 Jogartka Ne 2 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 31 tpaBHsa 2022 poky Ne 907»
15.06.2022 Ne 1027

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«Mi>kHapozHe, baraTolleHTpOBe, paH/IOMi30BaHe, TIO/BiliHe CJiire, Myaleb0-KOHTPOIbOBaHe, JOCTiPKeHHS
®a3u 111 dypeanymaby pa3om i3 [JomBaHamimabom (AB154) y yuacHMKIB i3 MiCI[eBO PO3IOBCHO/IKEHUM
HeorlepabesTlbHUM, He/IPiOHOKTITHHHUM pakoM JiereHb III crapmii, uns xBopoba He TiporpecyBaia MiCs
JnediniTuBHOI ofiHOYacHOI TaTMHOBMIicHOI ximiompomeHeBoi Teparii (PACIFIC-8)», Ko JocCiiyKeHHs
D9075C00001, Bepcig 2.0 Bix 08 mucronaza 2021 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

Oypeanymab (Durvalumab); MEDI4736; KkoHOeHTpaT A po3uuHy Ans  iHQy3ii; 50 mr/mmg
AstraZeneca Nijmegen B.V., Netherlands; Catalent Indiana LL.C, USA (CIIA); Vetter Pharma-Fertigung
GmbH & Co. KG, Germany; Medlmmune LLC, USA; AstraZeneca AB, Sweden; Almac Clinical Services,
USA; Almac Clinical Services Limited, United Kingdom; Catalent CTS (Edinburgh) Limited, United
Kingdom; Catalent Pharma Solutions, USA; Fisher Clinical Services, USA; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services PTE LTD,
Singapore; Medlmmune Limited, United Kingdom; ASTRAZENECA UK LIMITED, United Kingdom;
AstraZeneca AB, Sweden

HomBananimMab (Domvanalimab); AB154; koHijeHTpaT A/ po3uuHy Aus iHdy3ii; 60 mr/mm; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services, USA;
Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services PTE LTD, Singapore; Fisher Clinical Services Suzhou, China; ASTRAZENECA UK
LIMITED, United Kingdom; AstraZeneca AB, Sweden;

[Tnae6o mo MomBananiMa0Oy (HaTpis xmopup 0,9%); posuun s iHdy3ik; 0,9%; JouipHeE miANpUEMCTBO
«DapmaTpen», YKpaiHa
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BignosigansHuii (i)
JIOC/TiTHUK (M) Ta Miclie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) nikap 3y6 O.B.

KoMmyHanbHe HekoMepLiiiiHe TMiANpUeMCTBO «YepHIriBCbKUd MeAWUHUM LIEHTP CyuyaCHOI OHKOJIOTii»
YepHiriBcbKoi 00/1aCHOT pajiy, BifijileHHs K/TiHIYHOI OHKOJIOTIi Ta riHekosorii, M. UepHiriB

2) nikap Imwura O.FO.

Mepvunnii 1jeHTp «YHiBepcanbHa KiiHika «OO6epir» ToBapucTBa 3 0OMEXEHOI BifIOBiJAIbHICTIO
«Kanurasn», KIiHIKO-KOHCY/IbTaTUBHE BifJileHHs, M. KUiB

3) A.M.H., ipod. dyaniuenko O.C.

HepxaBHa ycTaHoBa «IHCTUTYT 3arasbHOI Ta HeBifgknazHoi Xipyprii imeni B.T. 3aiiieBa HarjioHanbHOI
akajemil MeJMUHUX HAayK YKpaiHW», BiffiseHHs THiMHOI Xipyprii Ha 25 JIDKOK 3 ManaTtorw iHTeHCUBHOL
Teparii Ha 6 mMi>kok, XapKiBcbKa MeJJUUHa akKajieMisl Mic/IsIUTIOMHOT OCBIiTH, Kadespa OHKOMOTIT Ta JUTSUYOL
OHKOJIOTi1, M. XapKiB

4) ron. nikap Kpynbko C.I.

MeauuHui TIEHTP TOBapUCTBA 3 OOMEXEHOI BiZMOBifa/bHICTIO «YKpPAiHCHKHUN IIEHTP TOMOTepartii»,
BifimineHHs1 XimioTepartii, M. KponuBHUITbKUM

[IpeniapaT NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

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




Hopartok 2

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPAaBOK /0
TIPOTOKOJTiB K/TIHIYHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 10 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 31 TpaBHs 2022 poky Ne 907»
15.06.2022 Ne 1027

InenTudikatiis cyTreBoi
TIOTIPaBKU

Marepianu f/1s1 maijieHTiB Ta OaThKiB marjieHTiB: [lepekugauii 6yknetr mocrimkenHs NEOS (Informed
Assent Flip Chart), Bepcis 2.0 Big 10 cepmus 2021 poky (riepeknaseHo 11 ceprmus 2021 poky),
YKpaiHCBKO Ta pociiicbkoro MoBamu; Ilepekuanuii Oykiet pocmimkenHss NEOS (Informed Consent Flip
Chart), Bepcis 2.0 Big 10 cepriusi 2021 poky (riepeknazieHo 11 ceprHsi 2021 poKy), YKpaiHCKOI MOBOIO;
[Mepekupnuii 6yknet mocsimkeHHass NEOS (Informed Consent Flip Chart), Bepcist 2.0 Big 11 ceprias 2021
poky (mepeknazeHo 11 ceprHst 2021 poky), pocilickkoto MoBoro; CyOTUTpH 710 Bifieo «SK mpuiiMaTtH
nociimpkyBani riperapatv» (NEOS How to Take Your Study Medication Video), Bepcist 1.0 Big 21 TpaBHs
2021 poky, yKpailHCBKOIO Ta poOCiiicbKoto MoBamu; Bebcaiit mocmimkenns NEOS (Website), ABTopcbke
npaBo 2021, Bepcis 2.0, ykpaiHCBKOIW Ta pociiickkoro MoBamu; CyOTuTpu 10 Bifeo «Po3ymiHHsS
nocnimkenss» (NEOS Understanding Your Study Video), Bepcisi 2.0 Big 10 cepmusi 2021 poky,
yKpaiHCbKO0 Ta pociiicbkoro MoBamu; [Toctep (Recruitment Poster), Bepcist 1.0 Big 20 kBiTHs 2021 poky
(nepeknaseHo 15 uepBHs 2021 poKy), yKpalHCBKOK Ta poOCiicbKor MoBamy; bykner «Illo Take
nocnimkenHss NEOS» (Study Intro Multifold), Bepcisi 2.0 Big 10 ceprnus 2021 poky (mepekiazieHO
11 ceprniHs 2021 poky), yKpaiHCBHKOIO Ta pociiicbkoro MoBamu; CyMka Auist nauieHTiB; Karkka «Io Take
PC i pocnimxkennss NEOS» pgns mianitkiB BikoM Big 10 go 17 pokiB (Understanding MS and NEOS
Study), Bepcisi 1.0 Big 22 kBitHsi 2021 poky (mepeknazeHo 15 yepBHsi 2021 poKy), yKpaiHCBKOKO Ta
pociiickkoro MoBaMH; KHikka «I1]o Take KaiHiuHi mocmimpkeHHs» [s [AiTel Bikom Bif 7 o 12 pokiB
(Understanding Clinical Trials 7-12yo), Bepcis 1.0 Big 10 uepBHsi 2020 poky (mepeknazeHo 21 KBiTHA
2021 poky), YKpaiHCBbKOIO Ta pOCiiicbkkoro MoBamH; KHmkka «IlJo Take KiiHiuHi BUTIpOOyBaHHS» /ISt
nigmiTkiB Bikom Big 13-17 pokiB (Understanding Clinical Trials 13-17yo), Bepcis 1.0 Big 09 nurus 2020
poky (mepeknazeHo 15 kBiTHs 2021 poky), YKpaiHCBKOIO Ta poCiiicbkoro MoBamu; bpolilypa mociigHrKa
OMB157
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(Ofatumumab), Buganss 15 (Autoimmune Diseases) Big 11 mictomnaza 2021 poky; Cekiiist 4.2.3.3 Jloche

JoCimKyBaHoro Jikapcekoro 3aco0y Ofatumumab / OMB157G (multiple sclerosis): «BrumB Ha
mopuHy», Bepcisi 005 Big 11 smucromaza 2021 poky; IHdopmauilinuii nuctok i dopma 3roau st
YYaCHHUKIB, SIKUM BUIIOBHIO€TbCA 18 pokiB mif yac mocaipkenHs. Ne mpotokony CBAF312D2301, Bepcis
V00.02UKR(uk)1.0 Big 20 ciunsa 2022 p. (ITepeknan BukoHaHo: 8 moTtoro 2022 p.), yKpaiHCHKOIO MOBOIO;
[Hpopmariviiuii mucTtok i ¢dopMa 3roau A7 Y4YaCHUKIB, SIKMM BUIIOBHIOETbCS 18 pOKiB mif yac
JociipkeHHs1 3a npotokosiom Ne CBAF312D2301, Bepcisi V00.02UKR(ru)1.0 Big 20 ciuns 2022 p.
(ITepekmna/ BUKOHAHO: 8 MHOTOTO 2022 p.), pociiicbkoro MoBorO; IHhopMmariitiHui UCTOK i hopMa
3ro/I HETIOBHOJIITHBOI AUTUHM JJ1s [iTel BikoM Bif 14 1o 18 pokiB Ha MOMEHT MPOBe/leHHs AOC/TiPKeHHsI
3a mpotokoioM Ne CBAF312D2301, Bepcis V00.02UKR(uk)1.0 Bix 20 ciunsa 2022 p. (Ilepeknap
BUKOHaHO: 26 TpaBHa 2022 p.), yKpaiHCbKOO MOBOw; IHdopMaljitinuii muctok i ¢opma 3roau
HeTIOBHO/ITHROI AUTUHM JJ1s AiTel Bikom Bia 14 go 18 pokiB Ha MOMEHT MpOBeJeHHs JOCTiIPKeHHs 3a
npotokosoMm Ne CBAF312D2301, Bepcisi V00.02UKR(ru)1.0 Big, 20 ciung 2022 p. (ITepeknaz
BUKOHaHO: 26 TpaBHs 2022 p.), pocilicbkoro MoBo0; [HhopMmaliitiHuii TMCTOK i hopMa 3ro/[i MasoMiTHBOT
IATUHU BIiKOM Bix 12 no 14 pokiB Ha MOMEHT IMIPOBeJeHHSl [AOC/II[KeHHS 3a MPOTOKOJoM Ne
CBAF312D2301, Bepcist V00.02UKR(uk)1.0 Big 20 ciunsi 2022 p. (ITepeknaz BukoHaHo: 07 motoro 2022
p.), YKpaiHCbKOIO0 MOBOM; [H(MopMaliitinuii MCTOK i opma 3roAu ManoiTHROI AUTUHU BikoM Bif 12 110
14 pokiB Ha MOMEHT TMpOBeleHHs1 JOocCdimkeHHs 3a mnpoTtokosomM Ne CBAF312D2301, Bepcis
V00.02UKR(ru)1.0 Big 20 ciuns 2022 p. (ITepeknaz BukoHaHo: 07 motoro 2022 p.), pOCiliCbKOK MOBOIO;
[HdopmariitiHuii MCcTOK i GopmMa 3rogu ManomiTHBOI JUTHHU BikoM Big 10 g0 12 pokiB Ha MOMEHT
TpOBe/IeHHs A0C/TiKeHHsT 3a npoTtokosiomM Ne CBAF312D2301, Bepcis V00.01UKR(uk)1.0 Big 20 ciuns
2022 p. (Tlepeknan BukoHaHo: 07 moTtoro 2022 p.), yKpaiHCbKOIO MOBOIO; IH(opmaliiHuii TUCTOK i
dbopMa 3rosu MasoiTHLOI AUTUHU BikoM Bif 10 g0 12 pokiB Ha MOMEHT TIPOBeZieHHS AOCTiIKeHHs 3a
ripotokosioMm Ne CBAF312D2301, Bepcist V00.01UKR(ru)1.0 Big 20 ciuns 2022 p. (I[Tepekiaj; BAKOHAHO:
07 moTtoro 2022 p.), pociiicbkoro MoBoto; IHdopmaliiiiHuii TUCTOK i dopma 3rofu Ajist 6aTeKiB. TIpoTokon
Ne CBAF312D2301, Bepcis V00.02UKR(uk)1.0 Big 20 ciuns 2022 p. (I[Tepeksaj BUKOHaHO: 8 HOTOTO
2022 p.), ykpaiHCcbKor MoBoro; I[Hdopmauilinuii nucTok i ¢opma 3rogu Ans 6atekiB. IIpoTokon
Ne CBAF312D2301, Bepcisg V00.02UKR(ru)1.0 Big 20 ciuns 2022 p. (ITepeksiag BUKOHaHO: 8 JIFOTOTO
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2022 p.), pOCiiiCbKOI MOBOO; BK/TFOUEHHS /10/JaTKOBUX MiCIlb TIPOBE/IEHHSI K/IiHIYHOTO BUITPOOYBaHHS:
Ne [1.I.b. BiAnOBija/ILHOTO AOC/IIJHHAKA
/1 Ha3Ba Micuis ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. | g.m.H. Kupunosa JL.T.

[epxaBHa ycTtaHOoBa «IHCTUTYT MefiaTpii, akyiiepcrsa i rinekosiorii iM. akazg. O.M. JIyk’ssHOBOL
HauioHanbHoi akajeMii MeJUUHUX HayK YKpaiHW», Bififli/ieHHs TCUXOHEBPOJIOTii AJisi AiTel 3
TepUHAaTaIbHOLO MaToJIOTi€0 Ta opdaHHMMU 3aXBOPHOBaHHSIMH, M. KuiB

2. | K.M.H. MakenoHcbKa [.B.

KomyHaneHe HekomepLiiiiHe mignpuemMcTBO «Micbka JAuTsya KiiHiuHA J1ikapHs No6»
JHINpOBCBHKOI MiCBbKOT paii, HEBPOJIOTiYHE Bifi/lisIeHHs MOJIOALIOrO BiKY, M. /JIHIpo

3. | k.M.H. Pg6okonb H.O.

KomyHanbHe HekoMmepiiitiHe miarnpueMcTBo CymcbKoi ob6sacHOi paau «Ob6sacHa AuTsda
K/IiHIUHA JiKapHs», BiAJiNIeHHd J/s1 [iTed 3 ypa)KeHHsIM LIeHTpaJbHOI HEPBOBOI CUCTEMHU Ta
MOPYLLIEHHSIM MCUXikd, M. Cymu

Howmep ta faTa Haka3y Ne 475 Big 13.03.2022

MO3 o0 3aTBepAKeHHs

KJTIiHIUHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «2-piuHe, paHJOMi30BaHe, TO/BiliHe CJiiMe [JOC/Ti[)KeHHs BiJICyTHOCTI MeHIIOi e(eKTUBHOCTI, L0

BUTIPOOYBaHHS, KO/, TIPOBOJIUTHCS B 3 TPyTax Ayisi TIOPiBHSAHHS e()eKTUBHOCTI Ta Ge3neuHocTi odarymymaly ¥ cirnoHiMony 3

BepCisi Ta jara (iHrosimMoOM y MAL[i€HTIB [AUTAUOrO BIiKYy 3 PO3CISIHUM CKJIepo30M, i3 TMOAA/IbLIMM BiJKpPUTUM
po3mmpennm goctimkerHsav», CBAF312D2301, Bepcis 00 Big 28 ciunasg 2021 poky

3asaBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa «Hogapric ®apma AI'», lIBeiitjapis / Novartis Pharma AG, Switzerland

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

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




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJleHHSI PO3AiJiB CTabiMBHOCTI 1[0/I0 TIOOBXKEeHHsI TepMiHy 30epiranHsi 0 36 micsiiB. Orsg 3MiH
(VV-QUAL-0739383 1.0), anrniiicbkoro MoBOr0; OHOBJ/IEHI PO3/iau JOChE JOC/i/PKYBaHOTO JiKapChbKOT0
3acoby REGN3500: P.8.1 Pe3tome miogo crabinbHocTi Ta BucHOBKM (VV-QUAL-0743411 1.0),
VV-RIM-00189813-1.0 Bim 10 6epesnsi 2022p. anruiticekkoro MoBoto; P.8.3 [lani mjoz0 crabinbHOCTI
(VV-QUAL-0743412 1.0), VV-RIM-00189815-1.0 Bi;m 10 Oepe3nss 2022p. aHI/IiHCHLKOIO MOBOIO;
36i/bIeHHS TepMiHy 36epiraHHs JIOCJTiI)KyBaHOTO JKapChKOTO 3acoby
SAR440340/REGN3500/iTeriekuMab, po3uvH Aas iH'ekiii 150 Mr/mn y TionepefiHbO HArlOBHEHUX
LINpUIiax, 40 36 mMicsiiB

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBaHe, nofBiliHe criine, TU1aleb0-KOHTPO/IbOBaHe AOCTiHKeHHS 3 (a3u B Mapasie/ibHUX Ipymax,
0 TIPOBOJAWTBLCS [Jisi BHUBUEHHs eQeKTUBHOCTi, 0e3rneuyHoCTi Ta TepeHOCMMOCTi TipernapaTy
SAR440340/REGN3500/itertekimab (MOHOK/IOHA/MBHI aHTHTINA, criequdiuni g0 [L-33) y maijieHTiB i3
TIOMiDHUM Ta B)KKUM XPOHIUHMM OOCTPYKTUBHMM 3aXBOPIOBaHHSM JiereHb (XO3JT)», EFC16750, Bepcis
1 Big 25 BepecHst 2020 poky

3asaBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepiil e feBeornMaH, @paHifis)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary
(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa focmigHuka Jikapcekoro 3aco0y SAR443122, pemakuisi Ned Bim 29 OGepe3ns 2022p.,
aHTJIiNCBKOI MOBOIO; JIMCT [/1s1 JKiHOK, 3[aTHUX [0 [iTOHApO/pKEeHHs, $IKi 3aBepIlWIM y4acTb Y
pocmimkerHi ACT16404 (CLEan), Bepcist 1 Big 30 6epe3nst 2022, yKpaiHCHKOIO Ta POCiHCHKOI0 MOBaMUy;
Po3nimu «Jlikapcekuit 3acio» Ta «Ilmaie60» OHOBIEHOTO AOCHE [OC/Ti/PKYBaHOTO JIiIKApCHKOTO 3acoby
(IMPD) SAR443122, TtBeppa karicyna, 100 wmr, Bepcis Bij Gepesnsi 2022p., aHT/IiliCbKOO MOBOIO;
3asyuyeHHsl /I0IaTKOBUX BUPOOHUKIB Iiariebo [0 [OCTiPKyBaHOTO JiKapCchKoro 3acody SAR443122,
TBepAa Karcyna, 100 mr: Almac Clinical Services Limited, United Kingdom (Northern Ireland); Eurofins
Amatsi Analytics, France

Howmep Ta paTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 614 Big 01.04.2021

Has3sa k/1iHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBaHe, noBitiHe ciiitie, miarie00-KOHTPOILOBAaHE AOCTiHKEHHS [ OOrpyHTYBaHHS KOHLETILIi{
100 OL[iHKK edeKTHBHOCTI Ta Ge3meku 3actocyBaHHS SAR443122 (inribiropa RIPK1) y maijieHTiB 3
nigrocTpuM abo AUCKOITHUM/XPOHIYHMM IIKipDHUM UYepPBOHUM BOBUAKOM CEPeHBOTO i TSPKKOTO CTYTIEHS»,
ACT16404, oHOBIeHUY NTPOTOKOJ KiHiuHOro gocaifpkenHs 01, Bepcis 1 Big 10 rpygHs 2021 poky

3asiBHUK, KpaiHa

TOB «CaHogi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesornMaH, @paHijis)

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary



(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




HonaTtok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBeHUM MPOTOKOJ KiaiHiuHOro AociaimkeHHs D9481C00001, Bepcis 6.0 Bix 11 mucronaza 2021 poky;
3MiHa Ha3Bu KiiHiuHOTO BUTIpOOyBaHHs 3 «[ocmimkeHHs ¢dasu 3 i3 MiABUILIEHHSM /103U B [iTel i3
rirepKaiieMi€ero BiKOM BiJ HApOpKeHHs 0 18 pOoKiB /151 OLIIHKK BIUIMBY MiZABUILEHHS 03 LIUK/IOCHJIIKATy
upKoHito Hatpito (LILIH) i3 mpuitomMmoM Tpudi Ha [00y [/ KOPDUT'YBaHHS TiMepKasieMii, a TakKoX /st
OLiHKM edekTUBHOCTI Takoi >k mAo3u LIIIH i3 npuiiomoM oguH pa3 Ha 00y A7 MiJTPUMaHHS
HOPMaJILHOT'O PiBHIO KaJlito B OpraHi3Mi Malli€HTiB, sKi MOTpeOyOTh TPUBAJIOTO JIiIKyBaHHs» Ha «Bigkpure
JOCTiKeHHs1 /i1 OLiHKK Oe3rneuyHocTi Ta edexktuBHOCTI LILJH y aiteli 3 rinmepkaniemieto»; OHOB/eHa
[Hdopmariis mpo gocimpkeHHs Ta ©opma 3roau s 6aTeKiB, ToKa/ibHa Bepcis Homep 9.0. /laTa IoKanbHOI
Bepcii 31 ciung 2022 p. aHriMcbKO0 MOBOIO /151 YKpainy; OHoBieHa [HdopMallis Tipo Joc/tipkeHHs Ta
dopma 3rogu Anst OaThKiB, noKambHa Bepcis Homep 9.0. [lata mokanbHOI Bepcii 31 ciuns 2022 p.
aHTJIIKCbKOK MOBOMO /151 YKpaiHu. [lepeksa/ieHO Ha yKpaiHCbKY MOBY s YKpainu 11 motoro 2022 p.;
OnogeHa IHdopmariist mpo goctipkeHHst Ta @opMa 3roau A5 6aThKiB, T0KaibHa Bepcist Homep 9.0. [laTa
nokansHOI Bepcil 31 ciuna 2022 p. aHI/iKCHKO MOBOIO /11 YKpaiHu. [lepekasieHO Ha pOCIMCBKY MOBY
nnst Ykpainu 11 motoro 2022 p.; OHoBieHa IHdopMatiisa asis naijienTa Ta @opma indbopmoBaHoi 3roau
JUTSL TIALIEHTIB, SIKUM BUITOBHIOETLCS 18 POKIB ITiJi uac BUIIPOOOBYBaHHs, JIOKajbHa Bepcisi Homep 7.0.
Hara yioKanbHOI Bepcil 31 ciyns 2022 p. aHrAiMCbKOIO MOBOW fjiss YKpaiHu; OHOB/ieHa
Indopmariist gs nauienTa Ta ®opma iHpopMoBaHOI 3rosiy [/ MALli€HTIB, SKUM BUIOBHIOETHCSI 18 POKiB
mig yac BUIPOOOBYBaHHS, JiOKasbHa Bepcis Homep 7.0. [data sokaneHOi Bepcii 31 ciunsi 2022 p.
aHTJIIKCbKOK MOBOMO /151 YKpaiHu. [lepeksa/ieHO Ha yKpaiHCbKY MOBY AJis YKpainu 11 motoro 2022 p.;
OnoBneHa [HdopMmaliis a/is naijieHTa Ta @opma iHdbopmoBaHoOi 3ro/iy A1 MAl[iEHTIB, SKUM BUITOBHIOETHCS
18 pokiB miz yac BunpoboByBaHHsI, JIoKabHa Bepcisi Homep 7.0. [ata nokanbHOI Bepcii 31 ciuns 2022 p.
aHTJIICbKOK MOBOIO [I/Is1 YKpaiHHU.
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[TepeknaeHo Ha pocifickky MOBY Ansi YKpainu 11 mororo 2022 p.; OHoBneHa IHdopwmaiiisi mipo
JIOCJIi/DKeHHsI B mefiaTpUuHiii nomy/siii ¥ Popma 3rofu sl HEMOBHOJIITHIX yuyaCHUKIB Bikom 14-17
pOKiB, nokanbHa Bepcisi Homep 4.0. [lata nokanbHOI Bepcil 20 ciuns 2022 p. aHI/IiMCBKOI0 MOBOK /14
Ykpainy; OHoBneHa I[HdopMallis mpo AociifkeHHs B MefiaTpyuuHii nomysnsdii # dopma 3roau s
HEIOBHOJIITHIX y4yaCHUKIB BikoM 14-17 pokiB, jiokanbHa Bepciss Homep 4.0. [JaTta jokanbHOI Bepcii 20
ciung 2022 p. aHrmifcbkoro MOBOIO s YKpaiHu. IlepeksiaZieHO Ha YKpaiHCbKYy MOBY JJis YKpaiHu 2
motoro 2022 p.; OHoBneHa [HdopMmaliis 1po Aoc/ifiykeHHs B TiefiiaTpuuHii ronysiii it dopma 3roau Asis
HEIOBHOJIITHIX y4YaCHUKIB BikOM 14-17 pokiB, jiokanbHa Bepcist Homep 4.0. [aTta sokanbHOI Bepcii 20
ciung 2022 p. aHI/IiMCBKOI MOBOK [/ YKpaiHu. [lepeknazieHO Ha pOCIMCHbKY MOBY A/ YKpaiHu 2
motoro 2022 p.; OHoBneHa IHdopMmaliis po Aoc/ifykeHHs B TieAiaTpuuHii nony sl i1 @opma 3roau Asis
HEIOBHOJITHIX y4yaCHUKIB BiKOM 12-14 pokiB, yiokanbHa Bepciss Homep 4.0. [JaTta sokanbHOI Bepcii 20
ciunss 2022 p. aHriilickkoro MOBOIO s YKpaiHu; OHoBseHa IHdopmalliss mpo AocipkeHHS B
nefiaTpuuHiv nonyaswii 1 dopma 3roy AJis HEMOBHOJITHIX y4aCHUMKIB BikoM 12-14 pokiB, j0KaibHa
Bepcigs Homep 4.0. [lata nokanbHOi Bepcii 20 ciunsi 2022 p. aHI/IMCBKOIO MOBOK i YKpaiHH.
[Tepek/iafieHO Ha YKpaiHCbKy MOBY i YKpaiHu 2 moTtoro 2022 p.; OuoBneHa IHdopmarljisi mpo
JIOCJIi/DKeHHsI B TefliaTpUuHii nomyssiyii i dopma 3rofy sl HEMOBHOJIITHIX yuacHUMKIB Bikom 12-14
pOKiB, nokanbHa Bepcisi Homep 4.0. [lata nokanbHOI Bepcil 20 ciuns 2022 p. aHI/IIMCBKOI0 MOBOK /14
Ykpainu. IlepekiazieHo Ha POCIHCBKY MOBY [/1s1 YKpainu 2 ntotoro 2022 p.; OHoBneHa IHdopmatiis ripo
JIOCJI/PKeHHsI B TefiaTpyuyuHii nonyssauil i dopma 3rogu s ydacHUKiB Bikom 10-12 pokiB, j0KaibHa

Bepcist Homep 3.0. [laTa /ioKa/ibHOI Bepcii 20 ciuns 2022 p. aHI/iCbKOK MOBOIO [/ YKpaiHu;
OmnossieHa [HdopMallis Mpo AoCHiKeHHS B mefiaTpuuHiii monyssiii # dopma 3rofu AJis YYaCHUKIB
BikoM 10-12 poKiB, /0OKa/bHa Bepciss HOMep 3.0. MaTa nokanbHOI Bepcii 20 ciuns 2022 p.

aHIJIIMCbKOK MOBOIO /151 YKpaiHu. [lepeksiafjieHo Ha YKpaiHCBKY MOBY AJisi YKpainu 2 matotoro 2022 p.;
OnosneHa IHdopMalis npo mociifKeHHs B mefiaTpuuHiii nomyssuii ¥ dopma 3rofu A/ yYYaCHHUKIB
BikoMm 10-12 pokiB, nokanbHa Bepcis Homep 3.0. [JaTta nokanbHOI Bepcil 20 ciyns 2022 p. aHI/IiMCHKOO
MOBOIO i1 Ykpainu. [lepeknazieHO Ha pOCIMCbKY MOBY A Ykpainu 2 mtotoro 2022 p.; OHOBeHa
IHdopmariisi mpo Aoci/pkeHHs B TefiaTpyUuHii momnyssanii i dopma 3roau Asisi yyacHUKIB 6-10 pokis,
nokanbHa Bepcisg Homep 3.0. [laTa nokanbHOI Bepcii 20 ciunsa 2022 p. aHT/IiiCEKOI0 MOBOIO /I YKpaiHu;
OmnogieHa [HdbopMaliisi po JocC/TipKeHHs B TieAiaTpuuHii nomyisiii it dopma 3roau Ass yuacHUKiB 6-10
pOKiB, nokanbHa Bepcist HoMmep 3.0. [laTa yiokanbHOI Bepcii 20 ciunsi 2022 p. aHI/IiMCbKOIO MOBOIO IS
Ykpainu. [lepeksazieHo Ha YKpaiHCbKY MOBY AJig YKpainu 2 motoro 2022 p.; OHoeeHa IHdopmaiiis
PO J0C/iI)KeHHs B MeiaTpyUyuHii nonynsuii i dopma 3rou A1 yyacHUKIB 6-10 pokiB, JioKanbHa BepCis
Homep 3.0. [JaTa nokanbHOi Bepcii 20 ciunsg 2022 p. aHITiNCBKOIO
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MOBOIO /i1 YKpaiHu. IlepeknaZieHo Ha pociiickKy MOBY Ay Ykpainu 2 sotoro 2022 p.; Kaptka
naijieHTa, ocHoBHa Bepcis 2.0 Big 26 ciuns 2022 poky aHI/iMCbKOI0 MOBOO; KapTka mMarjieHTa, OCHOBHa
Bepcis aHraicbKoro MoBoro 2.0 Bif 26 ciuns 2022 poky. IlepeknazieHo yKpaiHCHKOIO MOBOIO /11 Y KpaiHU
1 mrotoro 2022 p.; KapTka maijieHTa, OCHOBHA Bepcisi aHT/1iiicbkoro MoBoro 2.0 Bif 26 ciunsi 2022 poky.
[TepeknazeHo pocicbKOI0 MOBOKO A1 YKpaiHu 1 motoro 2022 p.; KapTka 3 po3knafioM NpUKHOMY
nipeniapary (Pa3a kopekuii), Tunosa Bepcis 2.0 Big 08 motoro 2022 p. IlepeknazseHo Ha yKpaiHCbKY MOBY
s Ykpainu 18 mortoro 2022 p.; Kaptka 3 npuriomy npenapaty (Pasa kopekuiii), mactep Bepcis 2.0 Bif
08 mrotoro 2022 p. IlepeknaseHo Ha POCiKCbKY MOBY Ans Ykpainu 18 motoro 2022 p.; KapTka 3
pO3K/aZioM Tipuiiomy mipenapaty (Pasa migTpuMyrouoro JiKyBaHHs1), TUroBa Bepcisi 2.0 Bix 08 mroToro
2022 p. TlepeknasieHO Ha YKpaiHCbKy MOBY [as YKpainu 18 mrotoro 2022 p.; Kaptka 3 mpuiiomy
nipenapary (dPasa nigTpumMyrodoro JikyBaHHs1), macTep Bepcis 2.0 Big 08 motoro 2022 p. [TepekiageHo Ha
pocilicbkky MOBy Ansi YKpainu 18 mrotoro 2022 p.; KapTtka 3 po3kiagom npuiiomy mnpenapaty (Pasa
JIOBrOCTPOKOBOIO MiITPUMYIOUOro JIiKyBaHH:), ThroBa Bepcig 2.0 Big 08 motoro 2022 p. [lepeknazeHo
Ha YKpaiHCbKy MOBY A/ Ykpainu 18 mortoro 2022 p.; Kaptka 3 mnpuiiomy mnpemnapary (Pasa
JIOBFOCTPOKOBOTO TiJTPUMYIOUOr0 JiKyBaHHs1), MacTep Bepcis 2.0 Big 08 motoro 2022 p. IlepeknageHo
Ha POCINCbKY MOBY J/is1 YKpaiHu 18 mroToro 2022 p.; D9481C00001_Bpomypa nauieHTa, Bepcis 6.0
Bif 14 ciung 2022 p. ykpaiHcbKor MoBor; D9481C00001_bporypa mnarieHra, Bepcis 6.0 Bif 14 ciuns
2022 p. pociiicbkoro MoBoro; D9481C00001_I'pacdik BisutiB marjieHTis, Bepcis 10.0 Big 14 ciuns 2022 p.
yKpaiHcbKor0 MoBoro; D9481C00001_I'padixk BisutiB mnarjieHrtiB, Bepcisi 10.0 Big 14 ciuns 2022 p.
pociticekoro MoBoro; D9481C00001_/loBiakoBa KapTKa JocifpkeHHs1, Bepcisi 7.0 Big 14 ciunsg 2022 poky
yKpaiHCbKOr0 MOBOO; D9481C00001_/loBigKoBa KapTka Aoc/iaKeHHs, Bepcis 7.0 Bixg 14 ciunsa 2022 poky
pociticbkoro MOBOr; OHOB/IEHe MapKyBaHHS I0C/Ii/PKyBaHOTO 3aco0y — LIMK/IOCHITiKaT 1UPKOHII0 HATpiro
2.5 r, noporiok s repopanbHoi cycrieHsii (Yellow Sachet Label OL Correction Phase), Bepcisi 1.0 Bix
25 uepBHs 2021 poky; OHOBIeHe MapKyBaHHsI JOCTi[PKyBaHOro 3aco0y — 9 pPO3KpHUBHHX KariCyJs
[luknocumikaT LMPKOHiI0 HATpito, TOPOILIOK /s TlepopaibHOi cycreHsii, da3a kopekiii (Yellow Bottle
Label OL Correction Phase), Bepcis 1.0 Bigz 25 uyepBHsa 2021 poky; OHoOBleHe MapKyBaHHS
JIOCJTi/PKYBaHOTO 3aco0y — 3 TakeTHKHU-callle [[UK/loCWIiKaT I[UPKOHiI0 HaTpito 2.5 T, TOPOIIOK /s
nepopasnbHOi cycreHsii, da3a kopekuii (Yellow Carton Label OL Correction Phase), Bepcis 1.0 Big 25
YepBHS 2021 poky; OHOB/leHe MapKyBaHHsI JOCTi/PKYBaHOTO 3aco0y — LIMK/mocWIiKaT IMPKOHIt0
HaTpil0, MOPOLIOK /i/Is1 TIepopabHOI CycreHsii, (Blue Sachet Label LTMP), Bepcis 1.0 Big 25
yepBHs 2021 poky; OHOB/IeHe MapKyBaHHs [JOC/Ii)KyBaHOT O
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3aco0y — 32 po3KpuBHUX Karicynu L{ukmocutikar 1{upkoHito Hatpito 0.25 T, MOpPOIIOoK [i/Is TIepopaibHOT

cycriensii, ¢dasa TpuBanoro miarpumyrouoro jikyBaHHsi (Blue Bottle Label LTMP), Bepcis 2.0 Bix
25 uepBHs 2021 poky; OHOBAeHe MapKyBaHHs JOCHTi[pKyBaHOro 3aco0y — 32 TmaKeTUKU-callle
LluknocuaikaT LMPKOHiIIO HaTpilo, TIOPOLIOK JJjis TepopanbHOi cycrieHsii, asa TpuBanoro
nigTpuMytrodoro yikyBaHHs (Blue Carton Label LTMP), Bepcis 2.0 Big 25 uepBHsi 2021 poky; OHOB/eHe
MapKyBaHHS /IOC/Ii/PKyBaHOTO 3aco0y — 32 pPO3KPUBHHUX KariCyau LIMKIOCWTIKAaT I[UPKOHII0 HaTpito,
TIOPOLIIOK /IJis1 TiepopasibHOl cycrieHsii, as3a TpuBasnoro migrpumyrouoro jikyBaHHsi (Blue Bottle Label —
SZC Sprinkle capsules (Long Term Maintenance Phase)), Bepcis 1.0 Big 16 rpygus
2021 poky; OHoB/eHe MapKyBaHHSI [JOC/iPKyBaHOro 3aco0y — 3 makeTWku-caile LIuknocusikaT
LMDKOHIiI0 HaTpilo, MOPOIIOK [Jisi mepopanbHoi cycrieHsii, ¢asa kopekuii (Carton Label Yellow Carton
Label SZC Powder (OL Correction Phase), Bepcisi 1.0 Big 16 rpyaus 2021 poky; OHoB/ieHe MapKyBaHHs
JocmimkyBaHoro 3acoby — LIUKIOCWIIKAaT IUPKOHIIO HATpiro, TOPOIIOK i TlepopaibHOI CyCIeH3ii,
(Sachet Label - SZC Powder (Maintenance & Correction Phase), Bepcisi 1.0 Big 16 rpyans 2021 pokys;
OHoB/IeHe MapKyBaHHS AOCTiPKyBaHOTO 3aco0y — 9 pos3kpuBHUX Karicys Llukmocunikat
LMPKOHi0 HaTpito, TIOPOIIIOK /IJIsi TIepopasibHOI cycreH3ii, ¢a3a miaTpumyrouoro nikyBaHHs (Bottle Label -
SZC Powder (Maintenance Phase)), Bepcig 1.0 Big 16 rpyaHs 2021 poky; OHoBieHe MapKyBaHHS
JIOCJTi/pKyBaHOTO 3aco0y — 9 makeTwKiB-caile IIMKIOCHTIKAT IMPKOHIIO HaTpilo, TMOPOIIOK [/
nepopasnbHOI cycrieHsii, ¢asa migrpumytouoro jikyBaHHs (Carton Label - SZC Powder (Maintenance
Phase)), Bepcist 1.0 Big 16 rpyass 2021 poky

Howmep Ta fata Haka3sy
MOQO3 110710 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Big 15.08.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«JocnimkenHs da3u 3 i3 miABUILIEHHSAM /103U B JliTel i3 rirnepkasieMielo BiKOM Biji HapopkeHHs 0 18
POKIB /I/I1 OL|iHKY BIUIMBY Mi/IBULLIEHHS [103 LIUK/IOCUIIKaTy IMPKOHito HaTpito (LILIH) i3 npuiiomom Tpuui
Ha 700y /s KOpUryBaHHS TirnepkKasiiemii, a TakoXX [/ OLiHKK edeKTUBHOCTI Takoi X mo3u LIIIH i3
MIPUIOMOM OZIMH pa3 Ha 00y AJis MiATPUMaHHsS HOPMAaJbHOTO PiBHIO Kasil0 B OpraHi3mi Malji€HTiB, sKi
1oTpeOyIOTh TPUBAJIOTO JTiKyBaHHs», D9481C00001, Bepcis 5.0 Big 05 6epe3nst 2021poKy

3asaBHUK, KpaiHa

ToBapucTBO 3 06MeXeHo0 BifnoizansHicTI0 «JJABKOPIT K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»
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CnoHcop, KpaiHa Actpa3eneka AB, IlBeLis

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

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




Hopatok 6

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPAaBOK /0
TIPOTOKOJTiB K/TIHIYHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 10 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 31 TpaBHs 2022 poky Ne 907»
15.06.2022 Ne 1027

InenTudikatiis cyTreBoi [TomoB>KeHHs TepMiHy TIPOBe/IeHHs JOCTIiKeHHs B YKpaiHi 70 31 rpyaHs 2026 poky
TOTpPaBKU
Howmep ta faTa Hakasy Ne 928 Biz 15.05.2018

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «enliGHten: BaraTorjeHTpoBe, da3za 3, JOBroTprBase, BiJKPUTe AOC/iPKEHHS 111010 BUBUEHHS Oe3reKu Ta

BUTIPOOYBaHHS, KO/, edektuBHOCTI mpernapaty 'PJI TransCon, sikuii BBOAUTBCSI OAWH pa3 Ha TWKAEeHb JiTaM 3 JediluTom

Bepcis Ta jara ropmony pocty ([JI'P), mo 3aBepmmau yuacTb y TONepefHbOMY KIiHIYHOMY gochifjkeHHi I'PJI
TransCon», TransCon_hGH_CT-301EXT, Bepcis 2.0 (rnobaspHa ronpaeka 1) Bizg 29 ciuas 2020 poky

3asgBHUK, KpaiHa Axkuenbciop3 JITz., YropijuHa

CrnioHcop, KpaiHa Acuengic ®apma Enpokpinonomku diBi>ka A/C (Ascendis Pharma Endocrinology Division A/S), daHis

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikallis cyTreBoi OnoBneHa Bpoiirypa gociifHUKa JJ1s IOC/TiZKYBAHOTO iKapchbKoro 3aco0y (Ycrekinymab (ustekinumab)

TOMNPaBKU FYB202), Bepcis 5.0 Big 12 mtotoro 2022p., aHr1iMICbKOIO MOBOIO

Howmep Ta gata Hakazy Ne 1636 Big 20.07.2020

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOrO «PaHngomi3oBaHe, 1o/iBiliHe crine gocsigpkeHHs (pas3u 3, 1110 IPOBOAUTHCS B Tlapajie/ibHUX TPyIax 3 MeTor

BUIIPOOYBaHHs, KO/, TOpiBHSAHHS e(eKTUBHOCTI, Oe3reKu Ta iMyHOTeHHOCTi 3arpOrOHOBAaHOTO 6ioro/iOHOro JiKapChKOTOo

BepcCis Ta jara 3aco0y Ycrekinymab FYB202 ta npernapata Cresiapa y Malji€eHTiB 3 OGJIAIIKOBUM TICOPia30M CepeHbOrO
Ta Ba)XXKOro CTymneHs TsKKocTi», FYB202-03-01, ¢inanbHa Bepcisi 2.0 3 iHKOPIIOPOBaHOK TOMpPaBKoio 1
Biz 28 nunHa 2021 p.

3asgBHUK, KpaiHa TOB «BOPJIZIBAV]T K/IITHIKAJI TPAIJIC YKP»

CrnioHcop, KpaiHa «bioek I'm6X», Himeuunna (bioeq GmbH, Germany)

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

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




HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi OHOBJIeHUH TIPOTOKOJ KiTiHiuHOTO BUmNpoOyBaHHs KRT-232-114: TlonpaBka 3, 07 Gepe3nsi 2022 poky,
TIOTIPABKU aHTJIiCbKOH MOBOHO
Howmep Ta gata Hakazy Ne 1012 Big 24.05.2021

MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «Bigkpure, baraTolieHTpoBe JOCTIHKeHHsT 2 a3y /s OL[iHKM Oe3rmeuHOCTi Ta eeKTUBHOCTI Tperapary
BUIIPOOYBaHHs, KO/, KRT-232 abo TL-895 y mnatiieHTiB 3 Miesiohidpo30m, sKi paHillie He OTPUMYBAJIH JIiKyBaHHS iHTiGiTOpamMu
BepcCis Ta jara aHyC-KiHa3», KRT-232-114, IToripaska 2, 23 rpygHsa 2021 poky

3asiBHUK, KpaiHa ToBapHCTBO 3 06MesKeHo0 BizinosiganbHicTI0O «MEITIENC YKPATHA»

CrnoHcop, KpaiHa «Kaproc Tepar'totikc, Iak.» [Kartos Therapeutics, Inc], CIIIA

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

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




HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

JKypHan HaBYaHHS Talji€eHTa TPUMOMaM BBeJleHHs [JOC/IiI)KyBaHOTO Tiperniapary, Bepcisi 2 Big 09 mrotoro
2022 poky ykpaiHceKor MoBoO (I6T-MC-AMAX Study Weeks 16 — 152 Version 2.0 — dated 09Dec2021
Confidential mirikizumab Lilly Patient Study Drug Self-Administration Log Ukrainian (Ukraine) 16T-
MC-AMAX_Patient Study Drug Self-Administration Training Log V2_Trans_Paper_Ukrainian-
UA_09Feb2022 #EI239597A); >KypHan HaBuUaHHS TalfieHTa TpUiiOMaM BBeJleHHS [JOC/Ii/PKyBaHOTO
ripenapary, Bepcis 2 Bij 08 motoro 2022 poky pocitickkoro Moot (I6T-MC-AMAX Study Weeks 16 —
152 Version 2.0 — dated 09Dec2021 Confidential mirikizumab Lilly Patient Study Drug Self-
Administration Log Russian (Ukraine) I6T-MC-AMAX_Patient Study Drug Self-Administration Training
Log_V2_Trans_Paper_Russian-UA_08Feb2022 #EI239596A); XypHan BBefieHHs [JOC/iZ>KyBaHOTO
rpenapary natjieHtom, Bepcis 2 Big 09 nrotoro 2022 poky ykpaiHcbkoro Moot (I6T-MC-AMAX Study
Weeks 16 — 152 Version 2.0 — dated 09Dec2021 Confidential mirikizumab Lilly Patient Study Drug Self-
Administration Log Ukrainian (Ukraine) I6T-MC-AMAX_Patient Study Drug Self-Administration Log
mirikizumab_V?2_Trans_Paper_Ukrainian-UA_09Feb2022 #EI1239597A); KypHan BBe/ieHHsI Tal[i€HTOM
JIOCJIi/PKyBaHOTO Tipernapary, Bepcist 2 Big 08 motoro 2022 poky pocitickkoro moBoro (I6T-MC-AMAX
Study Weeks 16 — 152 Version 2.0 — dated 09Dec2021 Confidential mirikizumab Lilly Patient Study Drug
Self-Administration Log Russian (Ukraine) I6T-MC-AMAX_Patient Study Drug Self-Administration Log
mirikizumab_V?2_Trans_Paper_Russian-UA_08Feb2022 #EI239596A); BkmtouyeHHs1 0JaTKOBOTO MiCIst
TIPOBe/IEHHST K/TiHIYHOTO BUTPOOYBaHHSI:




2 TPOJOBXKEeHHA JojaTka 9

Ne [1.I.b. BigmoBifaapHOro AOC/TiJHHAKA
n/n Has3Ba micus mpoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. K.M.H. Bummmsantok B.IO.

KomyHasbHe HekoMepiiiiiHe mignpueMcTBo «O6jacHa KiiHiuHa JiikapHs IBaHO-PpaHKiBCHKOI
obmacHOi pasu», TracTpoeHTepoJsioriuHe BifgiseHHs, I[BaHO-DpaHKIBCHKUI HAalLliOHATBHUMA
MeZIMUHUM YHiBepcuTeT, Kadeapa BHYTpPilIHbOI MeauuMHU Nel, KiiHiuHOi imyHosorii Ta
aneproJiorii im. akagemika €.M. Heiika, M. IBaHO-®PpaHKiBCbK

Howmep 1a faTa Hakasy Ne 1849 Big 11.08.2020

MO3 o0 3aTBepAKeHHS

KJTiHIYHOTO BUTTPOOYBaHHS

Ha3Ba kiiHiuyHOr O «bararoujentpoBe, Bigkpute, Ilogosxene [Hocmimxkenns III @Pasu gna Ouinku  [JoBrorpusasoi
BUTIPOOYBaHHs, KOJ, EdekruBHocti Ta BesneuHocti 3actocyBanHs MipikisymaOy y IlamienTiB i3 XBopob6oro KpoHa»,
Bepcis Ta JjaTa I6T-MC-AMAX, 3 iHKopriopoBaHo1o rnonpaskoto (a) Big 01 munHs 2021 poky

3asiBHUK, KpaiHa «Eni Jlinai Bocrok CA», IBerapis

CrioHcop, KpaiHa Eni Jlinni eny Komnawi, CIIIA / Eli Lilly and Company, USA

CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. reHepaibHOro JupekTopa Jupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikallis cyTreBoi [Toz0B)KeHHs TPUBAJIOCTI K/IIHIYHOTO JoCipKeHHs B YKpaini 10 01 rpyausa 2022 poky

TOMNPaBKU

Howmep ta faTa Haka3y Ne 2006 Big 02.10.2019

MO3 m00 3aTBepAyKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOrO «PaHgomi3oBaHe, BifkpuTe f0CipKeHHs Pa3u 3 i3 BUBUEHHS iH’ €KLIITHOTO JIiN0COMAa/bHOTO ipUHOTEKaHy

BUIIPOOYBaHHs, KO/, (OHIBAM/I®) nopiBHAHO 3 TONOTEKAHOM Y MalL[i€HTiB i3 [APiGHOKMITMHHUM paKOM JereHi, sKuii

BepcCis Ta jara TporpecyBaB Tij yac abo mic/s Tepariii TiepImoi JiiHii Ha OCHOBI mpemnapaTiB matTuHu», MM-398-01-03-
04, Bepcis 8.0 Big 07 >xoBTHsA 2021 poKy

3asgBHUK, KpaiHa ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CrnioHcop, KpaiHa Ipsen Bioscience Inc., CIITA

CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

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




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi Bporypa gocnignuka asis riperiapaty CNTO1959 (rycenbkyma6), Buganus 13 Big 14 rpygHs 2021 pokys;

TIOTIPABKU Bpoiypa gocniguuka ass npenapaty STELARA® (ustekinumab), Buganns 23 Big 17 motoro 2022 poky

Howmep Ta gata Hakazy Ne 1962 Big 29.10.2018

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Has3sa kitiHiuHoro «PanziomizoBaHe, mozBiiiHe criine, Tialeb0-KOHTPO/LOBAHE Ta 3 AKTUBHUM KOHTpPOJieM, OaraTolieHTpoBe

BUTIPOOYBaHHS, KO/, JocnigykeHHs: das3u 2/3, 10 TIPOBOJUTHCSA Yy Tlapaje/ibHUX Tpyrax 3 MeTOH OL[iHKU e(eKTHMBHOCTI Ta

BepcCis Ta jara 0e3rmeyHoCTi rycesbkyMaly y marjieHTiB i3 xBopoboto KpoHa B akTHBHil (ha3i BiJj cepeIHLOrO /10 BaXKKOTO
cryneHs TsokKKocTi», CNTO1959CRD3001, 3 nonpaskoro 4 Big 21 yunHsg 2021 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa Janssen Pharmaceutica NV, Belgium / fliccen @apmatieBtrika HB, Besnbris

CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

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




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Indopmariist Ans1 yyacHuKa gociipkeHHs i @opma iHpopMoBaHOI 3rofu Ha yuyacTs y gociigxkensHi TP0004
(myOpportunlTy 3), mogenb ans Ykpainu, Bepcis 4.0 Big 07 kBiTHf 2022 poKy, YKpaiHCBKOIO Ta
POCIMCHKOI0 MOBaMU

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

Ne 2777 Big 02.12.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«BigkpuTe mOCTiKEeHHS TIOAOBXKEHHS Teparii /s BUBUEHHS /JOBrOTpUBasioi  0e3revHoCTi,
MepeHOCUMOCTi Ta e(eKTUBHOCTI TiperapaTy pPO3aHOJIKCi3ymab y TallieHTiB 3 TepCUCTyrYor abo
XPOHIYHOIO TIepBUHHOIO iMyHHOIO TpoMborutoneHieto (ITIT)», TP0004, Big 21 mucronaga 2019 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa

FOCibi biodapma EcApEn, Benbrisi / UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikallis cyTreBoi Bporitypa gocmigHuKa /sl JOC/iIKyBaHOTO JiKapcbKoro 3acody BAY 86-5321 (aduibepcent), Bepcist
TI0IpaBKU 16.0 Big 04 mrotoro 2022 poky

Howmep ta faTa Haka3y Ne 2110 Big 16.09.2020

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOrO «PaHgomi3oBaHe, 3 MOJBIMHMM MacCKyBaHHSIM JOC/Ti/KeHHs1 3 a3y 3 aKTUBHUM KOHTPOJIEM [i/isl OLIiHKU
BUTIPOOYBaHHS, KO/, eeKTUBHOCTI Ta Oe3reKkd BHUCOKUX /103 adibepcenTy B TaIliEeHTIB i3 HEOBACKY/SPHOK BiKOBOHO
BepcCis Ta jara MakyJsioguctpodiero», 20968, Bepcis 2.0 Bif 14 moToro 2020 poky.

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa Bayer AG, Germany/ baiiep AI', HimeuunHa

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

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




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikallis cyTreBoi IHdopMmariifiHuii TMCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx

TIOTIPABKU BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociimkeHHi [IHdbopMmauiliHuii nucT [1s y4yacHHKA
KJTiHIUHOTO BUIIPOOYBaHHs], Bepcis Ay YKpaiHu Biz 26 6epe3Hst 2022 poky, YKpaiHCbKOIO Ta POCIHCHKOHO
MOBaMH

Howmep Ta gata Hakazy Ne 1896 Big 27.08.2019

MO3 o0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «PanziomisoBaHe, nogBitiHe ciiinie, miarie60-KOHTPOIBLOBaHe AOCTipKeHHsT Pa3u 3 [/ OL[iHKY TIperapary

BUTIPOOYBaHHS, KO/, yHaJaluTHUHIO y TiAJITKIB Ta AOPOCAMX TAL[i€HTIB 3 MOMIDHUM Ta TSHKKAM aTOMIUHKAM [Je€pPMaTHTOM»,

Bepcid Ta faTta M16-045, Bepcis 6.0 Bif 28 ciunsa 2021 poky

3asBHUK, KpaiHa «E66Bi BiodapmacbtoTikansz 'M6X», IlIBeiitiapis

CrioHcop, KpaiHa AbbVie Inc., USA/ E66Bi Iuk., CIITIA

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

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




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OcHoBHa iHdopMallis 1ipo gocsifkeHHs i ¢popma iHpopmoBaHoi 3roau, Bepcist 9 Big 16 6epesns 2022p.,
aHTJIiCbKOK MOBOR; [H(popMallis asis naijieHTa i doopma iHhopmMoBaHOI 3roiu, Bepcis Ay YKpaiHu Ne 7
Big 21 Gepe3nst 2022 p. (Ha ocHoBi OcHOBHOI iH(oOpMariii mpo AocsimkeHHs i Gopmu iHdHopmMoBaHOI
3roau, Bepcist 9 Bif 16 6epesHsi 2022p.) aHT/TiMCHKOI0, YKPATHCHKOIO Ta POCIiHCHKOK MOBaMH

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 568 Big 27.02.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure paHzoMi3oBaHe AocmiifkeHHs 2 a3, 110 MPOBOJUTHCS 3 MeTOH TMOPIBHSIHHS Tperapary
amueHectpadT (SAR439859) i eHZOKpPUHHOI MOHOTeparii, BUOpaHOi JlikapeM, y Mal[i€eHTiB 3 eCTpOreH-
petienTop-no3uTBHUM, HER2-HeraTMBHUM MiCI[eBOIMOIIMPEHUM ab0 MeTacTaTUUHHUM pakOM MOJIOUHOI
3a/1034, fIKi paHillle OTPUMYBa/M rOpMoOHanbHy Teparito», ACT16105, nporokon 06, Bepcis 1 Big 10
rpyzHs 2021p.

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepii e feBeiornMaH, ®paHifis)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary
(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX



HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoitypa gocnigiuka AZD2281, LYNPARZA®, olaparib, KU-0059436, Buganusi 21 Bixg 31 ciung
2022 poky; Ykpaina, MK-7339-012, Bepcis 2.03 Big 26 kBiTHs1 2022 p., yKpaiHCbKOI MOBOO, iH(hopmaLiis
Ta IOKyMeHT Tpo iH(pOopMOBaHy 3rofy A/is NaijieHTa

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

Ne 1468 Bif 26.06.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«Hocmimkenns 111 ¢a3u nmembponizymaby (MK-3475) y kKombiHarii 3 CymyTHBOIO XiMiOIPOMEHEBOIO
Teparier 3 TMOAANbIIUM BBeIeHHSAM IeMOposisymaldy 3 osarapu6om abo 6e3 HBOTO TIOPiBHSHO 3
CYTNyTHbOIO XiMiOTIDOMEHEBOIO Teparii€l 3 TMOJaJbIIMM BBeJEHHSIM JypBaaymMa0y B YYaCHUKIB 3
Heoriepade/TbHUM JIOKa/IbHO PO3MOBCIO/PKEHUM HepiOHOKTITHHHUM pakoM jereHiB 111 crazii (HPJT)»,
MK-7339-012, 3 iHkKopriopoBaHo0 nonpaBkoro 06 Big 23 rpyans 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

MK-8835-059, Ykpaina, Bepcisg 1.02 Big 28 kBiTHs 2022 poKy, yKpailHCbKOIO MOBOIO, iH(popmaLlisi Ta
JIOKYMEHT Tpo iHhopMOBaHy 3rofly /s 6aTbKiB JUTHUHH, sika 6epe ydacTh y gocmimpkenHi; MK-8835-059,
YkpaiHa, Bepcisi 1.02 Bix 28 kBitHsi 2022 poky, yKpaiHCbKOIO MOBOIO, IH(opmarjisi Ta JOKyMeHT Tpo
iHopMoBaHy 3rofly A/is Tal[i€HTIB, SKUM BUMIOBHWIOCS 18 pOKIB mif uac yuacTi y Aoc/ipkeHHi

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2372 Big 04.12.2019

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, MOABIMHe Criire, paHAOMi30BaHe, T1ale00-KOHTPO/IbOBaHe KiiHiuHe mocmimkeHHs 111
da3u 151 ouiHKyM Oe3rneku Ta edpektuBHOCTI Epryriiduiosiny (MK-8835/PF-04971729) y niTeld, BikoM Bif
10 mo 17 pokiB BK/IIOYHO, XBOPUX Ha I[YKpoBuM fiaber 2 Tumy», MK-8835-059, 3 iHKOpmOpoBaHOO
nioripaBkoro 01 Bizg 11 yepBHsi 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikallis cyTreBoi [Hdopmatiist A naifienTa i dopma inpopmoBaHoi 3roau, Bepcist Ne 3 Bif 15 murnuHsa 2021 p. gns YkpaiHu
TIOTIPABKU (Ha ocHogi ba3oBoi iHbopMaliii ipo gocaimkeHHs i popmu iHGOpPMOBaHOI 3rou Ha yyacThb Y 4acTuHi b
JociimkenHs, Bepcis 2 Big 08 munHsa 2021 p.) ykpaiHCbKOO MoBoto; IHbopMatiis Asis natieHTa i popma
indopmoBaHoi 3roau, Bepcis Ne 3 Biz 15 numHs 2021 p. ans Ykpainu (Ha ocHOBi ba3oBoi iHdopMatiii mpo
Jocnimkenss: i dopmu iHbopMoBaHOI 3roau Ha yuyacTb y uacTuHi b fgocmimkenns, Bepcisi Ne 2 Bix 08
munHg 2021 p.) pocilicbkoro MOBOR; [HCTpPyKLii 3 TpaHCMOPTYBaHHS [OC/iJ)KYBaHOTO IiperapaTy B
XO0JIOZOBOMY JIAHLIFOTY [JIsl TepCoHany [JOCTAHULIBKOro LeHTpy, Bepcis 1.0 Bim 11 TpaBHsa 2020,
YKpalHCBKOK0 MOBOMO; IHCTpPyKLjii /1 nepcoHalmy J[OCIipKYBaHOIO LieHTpa 3 TpaHCIIOPTYyBaHHSA
JIOCJTi/I)KyBaHOTO TperapaTy B X0J/iofA0BOMY jaHiftory, Bepcisi 1.0 Big 11 TpaBHs 2020, pociiicbKoro
MOBOIO; JIuct nikapro Bif jikaps, pex. 2.0 Bixg 20 ciung 2022p., yKpaiHCBKOK MOBOR; JIMCT sikaps
nikapro, pen. 2.0 Big 20 ciunsg 2022p., poCiiicCbKOI0 MOBOIO

Howmep Ta fara Haka3zy Ne 187 Big 05.02.2021
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO PanHioMi30BaHe, Mo/iBikiHe ciline, rnarne60-KOHTPOIbOBaHe JOC/iPKEHHS, 110 CK/Ia[Ja€ThCs 3 BOX UaCTHH,

BUTIPOOYBaHHS, KO/, JUIs OL[iHKM e(eKTUBHOCTI Ta 0e3reyHoCTi AymisiymMaly y MaijieHTiB 3 HEeKOHTPOJIbOBAHUM XPOHIUHUM

BepCisi Ta jara puHOCHHYcUTOM 0e3 moJtino3y Hoca (XPCOITH), EFC16723, 3 nonpaekoto 01, Bepcis 1 Big 08 numHs
2021p.

3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»
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CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliepi e fieBesiorniMaH, PpaHiiisi)

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

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




Hopatok 19

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPAaBOK /0
TIPOTOKOJTiB K/TIHIYHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 10 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 31 TpaBHs 2022 poky Ne 907»
15.06.2022 Ne 1027

InenTudikatiis cyTreBoi Indopmatiisi po gocifykeHHss Ta GopMa iHpopMoBaHOI 3roau, Mojenb A/ YKpainu, Bepcisi 6.0 Bix
TI0IIpaBKU 26 xBiTHA 2022 poKy (YKpaiHCHKOIO Ta POCIMCHKOK MOBAMM)
Howmep ta faTa Hakasy Ne 1636 Big 20.07.2020

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «SERENA-2: Pangowmi3oBaHe, Bi[KpUTe, y Tapaje/bHUX Tpyrax, 6araToleHTpoBe AoCTi[pKeHHs da3u 2

BUTIPOOYBaHHS, KO/, MOpiBHSHHS e(eKTUBHOCTI Ta Oe3nevHoCTi nmepopasbHOro rnpernapary AZD9833 i dynBecTpaHTa y KiHOK

BepCisi Ta jara 3 nnowumpeHuM ER-nosutriBHMM HERZ2-HeraTBHMM pakoM MOJIOYHOI 3an03u», D8530C00002, Bepcis 5.0
Big 15 BepecHst 2021 poky

3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa Actpa3eneka Ab, IlIBetiist / AstraZeneca AB, Sweden

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

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




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

ITof0B)XeHHsT TPUBAJIOCTI K/TiHIUHOTO BUMTPOOYBaHHS B CBiTi Ta B YKpaiHi 0 31 TpaBHsa 2023 poky; 3MiHa
Ha3B MiCIlb TPOBeIEHHs K/TiHIYHOTO BUNIPOOYBaHHSI:

byno

Craso

mupektop Yyxasnosa I.B.

KomyHanbHe i ATPUEMCTBO
«/IHinponieTpOBChbKMi ~ 00/laCHMM  LIeHTp 3
npodisakTkn Ta 6Ooporebu 31 CHIlom»

nupekrtop Yyxasnosa I.B.
KomyHanpHe mifANpuUEMCTBO «/JHIMPONeTPOBCHKUM
o0sacHUM MeAWUYHWIA L[eHTP COLialbHO 3HAUYIIUX

[IHinporeTpoBCchKOi  00/1acHOI  paju»,

«BiHHUIBKUE ~ obOnacHuM  KiaiHiuHMd  L{eHTp
npodinaktukn Ta  GopoteOM 3i  CHIlom
Binnuipkoi ob6smacHoi Pagu», am0OynaTopHo-
MOIK/IIHIYHe  BigJiJeHHS, C. bepe3uHa,

BiHHMIBKMI p-H., BiHHMIEKA 0071.

[ HITIpOTIeTPOBCHKOI obmacHol pajy, | aMOy1aTOpHO-TIOJTiK/TiHiuHe BifiTeHHs,
amOy/1IaTOPHO-TOJTIK/TiHiUHe Bigminenus, | m. JIHinpo

M. JIHiTipo

IvupekTop MaTkoBcbkui [LA. IvpeKkTop MaTkoBchkmit [LA.

KomyHanbHe — HekoMmepliiiHe — mianpueMmctBo | KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO

Binauipkoi obsacHoi Pagy «Kniniunuii  LleHTp
iHGbeKIitHNX XBOP00», aMOy/1aTOPHO-TIOJTiK/TiHiuHe
BiaziseHHs, c. bepe3uHa, BiHHULBKUK p-H.,
BinHuipKa 0071
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Howmep ta faTa Hakasy Ne 1574 Big 10.07.2020
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «PanzomizoBaHe, kiiHiuHe gociimkeHHs 111 ¢asu y BIJI-1-iHdikoBaHUX Malli€eHTIB, SKUM MPOBOAU/IACS
BUTIPOOYBaHHs, KOZ, IHTeHCHUBHA Teparis, A/ OLIHKM aHTUPeTPOBIPYCHOI aKTUBHOCTI CJ/IMNOro JIKyBaHHS iC/laTpaBipoM,
BepCisi Ta jjara JlopaBippHOM abo JopaBipyHOM/ic/IaTpaBipoM TPW MOPIBHSHHI KOXKHOI TPYIM JiKyBaHHS 3 Tulaiebo, a

TaKOXX /I/I1 OI[iHKW aHTHUPETPOBIPYCHOI aKTUBHOCTi, 0O€3MeKU Ta IMepPeHOCUMOCTi BiJJKDUTOTO JTiKyBaHHS
JopaBipuHoM/icnaTpaBipom», MK-8591A-019, 3 iHkopriopoBaHorw mornpaBkoo 06 Bix 08 uyepBHs

2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 06MeXxeHO0 BiznoBifanbHicTI0O « MC/I YKpaiHa»

CrioHcop, KpaiHa «Mepk Ilapn Exg Joym Kopm.», gouipse mianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamnii

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




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Iocwe pocmimpkyBaHoro Jyiikapcbkoro 3acody MK-7684 (Biboctonimab), Bepcisi 0804BN, Bix 05 kBiTHA
2022 p.; TTomoBxeHHs1 TepMiHY TIPUAATHOCTI 3 24 10 36 MIiCSLiB [1s JOCTiPKYBaHOTO JTiKapChKOTo 3aco0y
MK-7684 (BibocTosimab); 3anyueHHs: gogatkoBoi BupooHuuoi fginsHku Almac Clinical Services (Ireland)
Limited, Ipnangisi; Ykpaina, MK-7684A-004, Bepcisi 1.01 Big 05 TpaBHs 2022 p., yKpalHCbKOK MOBOIO,
iHdopMatliist Ta JOKYMeHT 1po iHpopMoOBaHy 3rofly A/isl Talli€eHTa

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1722 Bif 11.08.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpure mocnimkenHst da3u 2 as oriHkM Oe3neku Ta edektuBHOCTIi MK-7684A (kombiHariis MK-
7684 [BibocTonimab] 3 MK-3475 [mem6postisymab]) y y4acHUKIB 3 peruiuByrOunMH ab0 pedpakTepHUMHU
reMaToJIOTIUHUMU 3J/I0SIKICHUMU HOBOYTBOpeHHAMU», MK-7684A-004, 3 IHKOpPIIOPOBAaHOO IIOIIPABKOIO
02 Bix 20 BepecHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn eny Joym Koprm.», gouipHe niagnpuemcrso «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa gociifHMKa JOC/TipKyBaHOTO jiKapchbkoro 3acoby AVTX-007 (MEDI2338), Bepcis 7.0 Bif
17 nmrotoro 2022 poky aHIJIiACHKOK MOBOIO; 3MiHa 1ab0paTOPHOTO KOy AOC/iI)KYBaHOTO JIiKapChKOTO
3acoby 3 AEVI-007 (MEDI2338) Ha AVTX-007 (MEDI2338); [lofoBkeHHS TepMiHy IpOBe/eHHs
K/IiHiuHOrO BUMpoOyBaHHSI B YKpaiHi 70 15 BepecHs 2023 poky; 3MiHa Ha3BU CTMOHCOPa K/TiHIYHOTO
BuripoOyBanHs AEVI-007-AOSD-101 3 Cerecor, Inc. (Llepekop, Iuk.), CIIIA Ha Avalo Therapeutics, Inc.

(ABasnio TepanbioTikc, IHK.), CIIIA:

BYJIO

CTAJIO

HaiimenyBanHs ropuanaHoi ocobw/I1. 1. B.
(i3uunoi ocobu: Cerecor, Inc. (Llepekop, IHK.),
CIIA

I1. I. B. konTakTHOi ocobu: H. Jeffrey Wilkins
Miciie3Haxo/pKeHHs FOpUAUYHOI 0cobu/miciie
MPOXKUBaHHS (i3nuHOi 0cobu:

1500 Liberty Ridge Drive, Suite 321, Wayne, PA,
19087, CILIA

KonrakTtHuii Tenedon: + 1 610 4575095

dakc: -

AJipeca eIeKTPOHHOI IOLLTH:

jwilkins@cerecor.com

HaiimenyBanHs ropuanaHoi ocobw/I1. 1. B.
¢i3uuHoi ocobu: Avalo Therapeutics, Inc. (ABaso
TeparnbtoTikc, [Hk.), CITA

I1. I. b. konTakTHOi 0cobu: Colleen Matkowski
Miciie3HaxopKeHHs FOpUAWYHOI 0cobu/micie
npoxkuBaHHs ¢iznuHoi ocobu: 1500 Liberty Ridge
Drive, Suite 321, Wayne, PA, 19087, CIITIA
KonTakTHuii Tenedon: +1 610 9754202

dakc: -

AJipeca eyIeKTPOHHO] MOLLTH:
cmatkowski@avalotx.com
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Howmep Ta fara Haka3zy Ne 1012 Big 24.05.2021

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «baraTorieHTpoBe BifKpuTe mgociimkeHHsa da3u 1b  gns  orfiHkd  6Ge3reuyHoOCTi, TMEPeHOCHUMOCTI,

BUTIPOOYBaHHs, KOZ, edeKTUBHOCTI, papMaKoKiHeTHKHU Ta (papmakoguHamiky nperapaty AEVI-007 y marjieHTiB i3 xBopo6oto

BepCisi Ta jjara Crinna, o po3BuHyJiacs y gopociomy Biri», AEVI-007-AOSD-101, Bepcis 4.0 Big 30 surns 2021 poky

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIAIIOBIAAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Cerecor, Inc. (Llepekop, Iuk.), CITA

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

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




HonmaTok 23

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ckpinworu fogatky gocrigkenHss EFC16034 Ha mobinbHuii nipuctpiii (IRB Screens), Bepcisi Bifg 27
murHsE 2021 poky, yKpaiHCbKOI0 MoBORO; CKpiHIIOTH fofaTKy moctimpkeHHs EFC16034 Ha MobinbHUM
npuctpiii (IRB Screens), Bepcisi Bix 24 moTtoro 2022 poky, pOCIMCbKOIO MOBOH; 3HIMKU eKpaHy 3
nnanieta (eCOA) EFC16033/16034/16035/16645: 9HPT eCOA Tablet Screenshots_ 9-HPT Scores,
Bepcig 1.00 Big 29 kBitTHa 2022, aHrAiMcbKOIO MOBOI; 3HIMKM ekpaHy 3 IuiaHiiera (eCOA)
EFC16033/16034/16035/16645: CVLTII eCOA Tablet Screenshots_ CVLT-II Scores, Bepcis
1.00 Bim 29 «xBiTHa 2022, aHrAiNMCBKOK MOBOI; 3HIMKM ekpaHy 3 rmuiaHiieta (eCOA)
EFC16033/16034/16035/16645: SDMT eCOA Tablet Screenshots_ SDMT Scores, Bepcisg 1.00 Big 29
KBiTHs1 2022, aHTJIiICbKOIO MOBOMO; 3HIMKHU ekpaHy 3 riaHilera (eCOA) EFC16033/16034/16035/16645:
T25FW eCOA Tablet Screenshots_ T25FW Scores, Bepcis 1.00 Bix 29 kBitHa 2022,
aHTJIiliCbKOK MOBOHO

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Bif 09.11.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, moBitiHe ciine gocmimkeHHst 3 a3y s BUBUEHHS e(heKTHUBHOCTI Ta 0e3rmeuHOCTi
niperiapaty SAR442168 y nopiBHsiHHI 3 TepudayHomigom (O6amKkio®) B yUaCHHUKIB 3 PeLUINBYHOUNMU
dopmamu poscisiHoro ckiaepo3y (GEMINI 2)», EFC16034, 3 nonpaBkoto 05, Bepcist 1 Bia 18 ymucTonaza
2021p.

3asaBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopropetiiiiH, CIIIA)
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBnenuii npotokon kiaiHiyHoro BuripobyBanHst XPF-008-201, Bepcisi 5.0 Big 02 kBiTHs 2022 poKy,
aHTTiMCHEKOI MOBOM; JlomaTok fo 3aranbHoi 6pomypu gocmigauka XEN1101, Bepcist 1.0 Big 16 rpyaHs
2021 poky, aHr/ifickkoro MoBoio; IHdopmariisi s maijieHTa Ta Popma iHpopmoBaHOI 3roau, /s
Ykpainu, Bepcis 3.0 Bix 28 kBiTHs 2022 poky, Ha ocHoBi Matictep ITIDI3, Bepcis Big 05 kBiTHa 2022
POKY, aHIVIiCBbKOI0O Ta YKpaiHCbKolo MoBamu; [lozatok Ao IHdopmariii ans marjieHta Ta Popmu
indopmoBaHoi 3roau, A YkKpainu, Bepcis 3.0 Big 28 kBiTHs 2022 poky, Ha ocHOBi Maiictep ITIDI3,
Bepcis Bif 05 kBiTHA 2022 poKy, aHIVIIKCHKOIO Ta YKPAaiHCbKOI0 MOBaMH

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

Ne 1924 Bif 21.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, noaBitiHe-cJiine, marie60-KOHTPOIbOBaHe, 0AraTOIIEHTPOBE JOC/i/PKEeHHS /IS OL[iHKH
Oe3meku, miepeHocuMocTi Ta edekrtuBHOCTi Tiperapaty XEN1101 B siKocCTi AomoMiKHOI Teparii mpu
erisiericii 3 ¢dokanbHUM [e00TOM, 3 BiIKpUTOIO TIO/OBXKeHOoIo (azoto», XPF-008-201, Bepcis 4.2, Bix
22 ciyng 2021 p.

3asaBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», Ykpaina

CnoHcop, KpaiHa

Kcenon ®apmac'torikan3 IHK., Kanaga/ Xenon Pharmaceuticals Inc., Canada

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary
(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiirypa gocnignvka Rintodestrant (G1T48), Bepcisi 7 Bif 06 kBiTHsA 2022 poKy, aHIJIiMCEKOI0 MOBOIO;
3MiHa Bi/[ITOBiTaIbHOTO TOC/TiZTHMKA Ta MiClLis TTPOBe/IeHHS KTiHIYHOTO BUTTPOOYBAHHS:

byno Crasno
K.M.H. Pucnaesa /1.E. I.M.H., ipo¢. Yemyk B.€.
ToBapuCcTBO 3 OOMEXXEHOI BiANOBiZaNbHICTIO | MeAMUHMI 1IEHTP TOBApUCTBA 3 OOMEXEHOH
«MeauuHuni LIeHTD iMeHi akajieMika | BiATIOBiZA/IbHICTIO «ApeHcis Ekcruioparopi

FOpis  [IpokonoBuua  CoixkeHka»,  Biggin | Mepiciny», BiAAT KIIHIYHUX [OC/TIIKeHb, M. KHUiB
KIiHiuHMx gociimkedb Ne 1, KuiBcbka 00/1acTh,
Kuepo-CATOMMHCHKHN paiioH, c. KaniTaHiBKa

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTIiHIUHOTO BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«Bigkpure, OaratoijeHTpoBe gAocmipKeHHS 1 da3m A OIfiHKM  Ge3reKkw, TepeHOCHUMOCTI,
(hapMakoOKiHETUKM Ta [onepeAHbOI TMPOTUITYX/IMHHOI akKTHMBHOCTI mnpernapaty GI1T48 mnpu 1Horo
3aCTOCYBaHHi y 3pOCTal0UMX [[03aX y BUTJIAAI MOHOTepariii Ta y KombiHariii 3 [Tasborukmibom y >KiHOK 3
ecTporeH-peLenTop-no3suTuBHMM, HER2-HeraTMBHUMM pPO3MNOBCIOJ)KEHUM pPakOM MOJIOUYHOI 3a/1031»,
G1T48-01, Bepcis 9.0 Bizg 26 xoBTHsA 2021 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina
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CnoHcop, KpaiHa G1 Therapeutics, Inc., ITiBniuna Kaposina, CIITA

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

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




Hopatok 26

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPAaBOK /0
TIPOTOKOJTiB K/TIHIYHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 10 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 31 TpaBHs 2022 poky Ne 907»
15.06.2022 Ne 1027

InenTudikatiis cyTreBoi [Tpo/ioB>KeHHST TEPMiHy TPUBAJIOCTI K/TiHiuHOTO BUTIPOOYBaHHs B YKpaiHi o 30 uepBHsi 2023 poKy
TOTpPaBKU
Howmep ta faTa Hakasy Ne 1804 Big 15.08.2019

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «PanziomizoBaHe, mOABiMiHe crire, 0OaraTOLIEHTPOBE [AOC/I/PKEHHS eKBiBaseHTHOCTI asu Iy

BUTIPOOYBaHHS, KO/, rapasie/lbHUX Tpyrax [jis TOpiBHSHHS edeKTUBHOCTI, Oe3rmeku, (hapMaKOKiHETMKH Ta iMyHOT€HHOCTi

BepCisi Ta jara HD204 Tta ABacTHy® y TaIlieHTIB 3 MeTacTaTUYHMM ab0 PpeILUAVBHUM HETUIOCKOKTiTHHHUM
HepiOHOK/TITHHHUM pakoM jiereHb», SAMSON-II, Bepcis 4.0 Bix 26 mroToro 2021

3asgBHUK, KpaiHa TOB «Kpomocgapma YkpaiHa»

CrnioHcop, KpaiHa Prestige BioPharma Limited, Cinranyp

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

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




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa gocnigavka IMU -131, (HER-Vaxx) HER-2/neu Peptide Vaccine, Buganus 5, Bif 22 motoro
2022 PpoKy, aHIJIIWCBKOIO MOBOIO; JIMCT pO3’siCHEHHSI [0 TPOTOKOJY KJIiHIYHOTO [OC/Ii/PKeHHs
IMU.ACS.001, dinanbHa Bepcis 3 ry100an1bHOI0 TIoTipaBKoio #4 Bix 12 ceprnrst 2021 p., Big 28 moToro
2022, aHrmiichbKO MOBOIO; 3MiHa BiJITIOBiJaMbHOTO [AOCTIAHMKA Ta MiCIl TIPOBe/IeHHsI K/IiHIiYHOro
BUIPOOYBaHHS:

bysio Craino
K.M.H. Pucnaesa /1.E. A.M.H. Yemyk B.€.
MeguuHuii 1]eHTP TOBapucTBa 3 O0OMeXxeHOO | MelWUyHMI 1eHTP TOBAapUCTBA 3 0OMEXEHOH
BifnoBiganbHicTIO «KoMmaHisgs «A0HIC», Biia | BiMOBIJaJbHICTHO «ApeHcis Excruioparopi
KIiHiuHMX gociimpkeHb Nel, KwuiBcbka obacTh, | Megiciny», Bigain KIiHIUHKUX AOCTiKeHb, M. KuiB
Kuepo-CATOMMHCHKHN paiioH, c. KaniTaHiBKa

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1265 Big 05.06.2019

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«XEPI30OH [HERIZON]: Bigkpure gocmimkenHsi 1b/2 da3u 3 paHzomizoBaHUM MeTOZOM Bifjoopy y dasi
2 IMU-131 HER2/neu nentujHOi BakUUHU Yy IO€[AHAHHI 31 CTaHJapTHUM KypCcOM XimioTeparii y
narfiedTie i3 HER2/neu rimepekcrpeciero mpy MeTacTaTHUHid ab0 pO3MOBCIO/KEHiN afeHOKapI[UHOMI
INUTYHKy abo ractpoe3odareansHoro Biaginy», IMU.ACS.001, d¢inanbHa Bepcis 3 r100a7bHOIO
TOTPaBKOO #4 BiJl 12 cepnns 2021 p.

3asgBHUK, KpaiHa

TOB «Apencisa Excriioparopi Megicin», YKpaiHa
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CrioHcop, KpaiHa «Im’ropxun JlimitTen» (Imugene Limited), ABctpanis

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

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




HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikallis cyTreBoi 3MiHa BiZIOBiIa/IbHOTO TOC/TiIHAKA B MiCLli TPOBe/IEHHS] BUIPOOYBAHHSI:

TIOIPaBKU byno Crano
[.M.H., TeH. aupektop Ckopui /1.1 3aB. BigiieHHs [npin €.0.
KomyHanbHe ~ HekoMmepliiiHe — mianpueMmcTBo | KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO
«ObsacHUN 1IeHTP OHKOJIOTii», OHKOXipypriuHe | «O0siacHUI I1|€HTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHsI ~ IUIYHKOBO-KUILKOBOI'O  TPAaKTy, | BiJi/I€HHS LLIJTYHKOBO-KUIIIKOBOI'O TPaKTy,
M. XapkiB M. XapKiB

Howmep Ta nata Haka3zy Ne 422 Bizx 10.03.2021

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ha3Ba kiiHiuHOr 0O «PRESERVE 1: ®a3a 3, panjomi3oBaHe, Mo/BiliHe CJiire JOC/i/pKeHHs TPUIALUKIi0y y TOpiBHSIHHI 3
BUIPOOYBaHHs, KO/, riariebo y TmMarjieHTiB, sKi OTPUMYIOTH Teparito i3 3actocyBaHHsiM FOLFOXIRI/6eBaiu3ymaby asis
BepCisi Ta Jjata JIIKyBaHHS] METaCTaTUUHOI'O KOJIOPeKTalbHOro paky», G1T28-207, Bepcis 3.0 Big 07 nurnusg 2021 poky
3asiBHUK, KpaiHa ITignpuemcrso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa G1 Therapeutics, Inc., United States

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

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




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gocnignuka GSK3196165 (Otinimab), Bepcis 12 Bix 03 Gepe3nst 2022 poky, aHIJIIHCBKOIO
MOBOIO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2707 Big 28.12.2019,
Ne 3059 Bif 29.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«52-TwKHeBe, OaraToOIleHTPOBe, paH/OMi30BaHe, IO/BiliHe cCJline AOCTiKeHHS ¢da3u 3 A1 OL[iHKK
edekTHBHOCTI Ta Ge3neuHocti mpenapaty GSK3196165 y kombiHarlii 3 MeTOTpeKCcaToM y TIOPiBHSHHI 3
miane6o i TodaUTUHIOOM y TAl[ieHTiB 3 aKTMBHUM DPEBMATOIHUM apTPUTOM CEPeJHBOIO Ta TSKKOTO
CTyTIeHsl, SKi MaJld HeJOCTaTHIO BiJMOBi[b Ha JIiIKyBaHHSI MeTOTpeKcaTom», 201790, 3 monpaskoto 02 Bij
21 ciuyng 2020 poky;

«bararorieHTpoBe JIOBrOCTPOKOBe pO3IIMpeHe AOCTi[pKeHHs1 3 OL[iHKK Oe3meyHOCTi Ta egpeKTUBHOCTI
npenapaty GSK3196165 npu JiikyBaHHI peBMaToifHOro apTpury», 209564, Big 14 >xoBTHs 2019 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa pocnigavka Ensanytamia (MDV3100), Buganns 13 Big 09 kBiTHA 2022 poKy, aHTJIiMCHKOIO
MoBoto; [omaTok 1 «loBiakoBa iHpopmariisi mpo 6e3neky (RSI)» no Bpomrypu gocnigauka ExzamyTamif
(MDV3100), Buganns 13 Big 09 ksiTHa 2022 poky, aHIJiNCBKOIO MOBOw; [lozaTok 2 «Pestome
iHaUBiAyanbHOTO JOC/i/pKeHHs» [0 bpoinypu pocnignvka Exsanytamig (MDV3100), Buganus 13 Bif
09 kBiTHs 2022 pPOKY, aHI/IIMICBKOK MOBOIO

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«docnimpkennsi «PROSPER»: MixkHaposiHe, paH/joMi30BaHe, IM0/BiliHe cJiire, raleb0-KOHTPOIbOBaHe
JocmimkeHHss a3y 3 A OMiHKM edeKTHMBHOCTI Ta 0e3MeuvHOCTi eH3alyTaMmify y Talli€HTiB 3
HeMeTaCTaTUYHUM KacTpaT-pe3dCTEeHTHUM pakoM IepeiMixypoBoi 3amo3u», MDV3100-14 (C3431005),
Bepcis 5 Bif 26 ciuds 2018 poky 3 iHKOPOPOBaHOK MOMPAaBKOO 4

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoto iHBecTHielo «AMKTOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«MepiBeimH, IHK.» (Medivation, Inc.), JouipHsi KOMITaHis, 10 TiepeOyBae y MOBHil BIaCHOCTI KOMITaHii
«[datiizep Ink.» (Pfizer Inc.), CIIIA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa gociigHuka AocmipKyBaHoro jmikapcekoro 3acoby R0O5333787/ ENSPRYNG (Satralizumab),
Bepcis 13 Bizg kBiTHs 2022 p., aHITiMCHKOIO MOBOO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 254 Big 08.02.2022

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«BATATOLHEHTPOBE BIAKPUTE HEKOHTPOJIBOBAHE JOC/IIIDKEHHA ©A3U III OJIA
OLUIHKN ®APMAKOKIHETUKH, E®GEKTUBHOCTI, BE3IIEUHOCTI, TTEPEHOCUMOCTI TA
OAPMAKOIVUHAMIKM  CATPAJII3YMABY Y ITIALUIEHTIB UTAYOI'O BIKY I3
3AXBOPHOBAHHAM CIIEKTPY OIITUKOHEBPOMICJ/IITY 3 AHTUTUIAMU OO AQP4»,
WN41733, Bepcis 2 Big 09 ysivcronazga 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHor BianosizanbHicTio «KoHTpakTHO-[ochignuibka Opranisauis IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa

«®. Xodbdmann-JIs Poru JIta» (F. Hoffmann-La Roche Ltd), [1IBetiiapis

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




HopnaTok 32

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHMii MPOTOKON KiiHiyHOro BuUnpoOyBaHHsi CX842A2201, Bepcig 3.0 3 nonpaBkoro 2.0 Bif
25 moTtoro 2022 poky; Indopmatiis ans nanienta i @opma iHpOpMOBaHOI 3ro/iv AJis y4acTi B KIiHIUHOMY
HayKOBOMY JociifpkeHHi, Mopens aist Ykpainu, Bepcig 3.0 Big 28 kBiTHA 2022 poKy, yKpaiHCBKOKO Ta
POCiMCbKOI0 MOBaMU

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

Panziomi3oBaHe, 3 TIOABIMHOIO iMiTalli€f0 Ta 3 aKTUBHUM KOHTPOJIEM [i/Is MiZI00py [103H, TO/BiliHe cJire
JIOCJIi/PKEHHS Y TIALli€EHTIB 3 €PO3UBHUM e30(hariToM, CIIpUYMHEeHUM ractpoesodareasbHO0 pedIrOKCHO
xpopoboto (I'EPX), crynenss C abo D 3a Jloc-AHmkenecbKor Kiacudikaili€ro, a TakoXK y TAIiEHTIB 3
NIpUHAWMHI YaCTKOBUMH CUMITTOMaMH €pO3UBHOTO e30darity, cripuunHeroro I'EPX, ayie 6e3 3aroeHHs 3a
pe3yJIbTaTOM eHJOCKOITIYHOr0 JOC/IipKeHHs MiC/as OTPUMAaHHS HUMHU 8-TH)KHEBOI'O KypCy 3arorBajbHOL
cTaHzapTHOI Teparii iHribiTopoMm mnporoHHoi momru (ITIIT), 3aans BUBUeHHs Oe3meyHOCTI Ta
TepeHOCHUMOCTI JIIKyBaHHS, IIBUIKOCTI 3arOrOBaHHs epo3ili mic/is 3acTocyBaHHs X842 abo yaHcorpa3ony
MPOTAroM 4 TWXKHIB, a TaKOK XapakTepy 3MiH CUMIITOMIB TMPOTATOM HACTYMHOrO 4-TH)KHEBOTO Mepiofy
JIiKyBaHH4 yiaHconpasosioMm, CX842A2201, sepcis 2.0 3 nonpaskoro 1.0 Big 19 nunug 2021 poky

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Cinknyc ®@apma ATl'», IlIBetitapis/ Cinclus Pharma AG, IlIBetijapis

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 33

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 31 TpaBHs 2022 poky Ne 9507»
15.06.2022 Ne 1027

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Omnognenuit [Iporokos kniHiuHoro gocrigkeHHs AMUC-2023, pepakiiis 4.0, morpaBka 3 Big 03 6epe3Hs
2022 p.; CHUHOIICHAC OHOBJIEHOIO MNPOTOKOJY KIiHIUHOrO pgociaifpkeHHss AMUC-2023, pepakuis 4.0,
rioripaBka 3 Biz 03 Gepe3Hsi 2022 p., 0OCTaTOUHWIA MepeK/a/ 3 aHIJIiCLKOI MOBU Ha YKPaiHCbKY MOBY Bif
14 xBiTHs1 2022 p.; [ndopmarisi g naiienta Ta opma iHpopMOBaHOI 3rofu, ocTaToyHa peakiis 2.0
s Ykpainu Bif 04 TpaBHsa 2022 p., oCTaTOUHUM IepeK/a/ 3 aHIVIiMCbKOI MOBU Ha YKPaiHCbKY MOBY Bif
13 TpaBHs 2022 p., ocTaTOYHUI MepeK/aj 3 aHTJIiiCbKOI MOBHM Ha POCiiicbKy MOBY Bif 13 TpaBHs 2022 p.;
[HCTpyKLis i3 3acTOCyBaHHS JOC/IiI)KYyBaHOTO TpernapaTy, ocTaTouHa pefakLiss Ne2 aHIJIIHCBKOIO MOBOIO
Bif 13 kBiTHs 2022 p., OCTaTOUHMI Tepekiaj yKpaiHCbKOH MOBOIO Bif 22 kBiTHS1 2022 p., OCTaTOYHUIA
repeksaj pocifickkolo MoBoio Bin 20 kBitHa 2022 p.; [Jocbe [JOC/iIKyBaHOTO JiKapChbKoro 3aco0y
(IMPD) MT-1303 Capsules 0.2 mg and 0.4 mg, pemakuis 3.0 Bifg ciuns 2022 p.; JIucT-po3’sicHeHHS
KoMmraHnii-crioHcopa Biz 02.05.2022 p. CTOCOBHO 3amnpoBajpKeHHsI TepMiHOBUX 3axo/[iB 3 0Oe3meku B
YKpaiHi Z10 TpoToKoy KiiHiuHoro gociimkenns AMUC-2023, pepakuist 4.0, mornpaBka 3 Big 03 6epe3Hst
2022 p.

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

Ne 1722 Bif 11.08.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PangoMi30oBaHe TOABIMHO criime muianebo-KOHTposiboBaHe AociimkeHHs II ¢asu, 1mo mpoBoguThCS B
rapasie/lbHUX TPyTax TMalji€HTiB i3 JIerkuM i cepeHbOTSDKKUM T1epe0irom BHPa3KOBOTO KOJIITY 3 METOH
OLIiHKM e(heKTUBHOCTI Ta GesmeuHocTi amicenimoay (MT-1303)», AMUC-2023, peaaxkiiis 3.0, mornpaBka
2 Big 03 rpyans 2020 p.

3asaBHUK, KpaiHa

TOBAPVICTBO 3 OBMEXEHOIO BIZITIOBITAIBHICTIO «I1I EC AI-YKPATHA»
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CrnioHcop, KpaiHa «Canikc dapmac’totikan3 [nkoprnopeiites» [Salix Pharmaceuticals, Inc.], adinifioBana kommnanis «bayiu
Xenc FO-Ec, JIJZIK» [Bausch Health US, LLC], CIITA

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

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




Hopartok 34

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPAaBOK /0
TIPOTOKOJTiB K/TIHIYHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 10 fojaTtka Ne 2 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 31 TpaBHs 2022 poky Ne 907»
15.06.2022 Ne 1027

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBNeHUI TPOTOKO/ KiiHiuHOTrO AochimkeHHs C16019, Bepcisi i3 mompaBkoro 04 Bix 22 ngucTtonaza
2021 p., auHrjiticbkkoro MoBotO; [HdopMariisi A marjieHTa Ta Gopma iHpopMoBaHOI 3roau Jjisi YKpaiHu,
aHTTiNCbKOI0 MoBOIO, Bepcisi 8.1 Bim 15 Oepesnst 2022 p.; Indopmariis ans maiieHTa Ta dopma
iHdopMmoBaHoi 3roau A1 YKpaiHu, yKpaiHCbKOI MOBORO, Bepcisi 8.1 Bif 15 6epesnst 2022 p.; Indopmariis
JUis TiarjieHTa Ta ¢opma iHpopmoBaHOI 3rogu A8 YKpaiHW, pociiicbkkoro MoBoro, 8.1 Bim 15 Gepesns
2022 p.; 3MiHa Ha3BU Ta KOHTAKTHUX JaHuX CrioHcopa:

bYJIO

CTAJIO

HaiimenyBanHs1 topuguuHoi ocoou/T1.LB.
¢isuunoi ocobu: Millennium Pharmaceuticals,
Inc., USA (CILIA)

IT I.b. koHTakTHOI 0COOM: Tatiana Ishida
Micrie3Haxo/pKeHHsT FOpUANUHOI 0cobu/Miciie
npokuBaHHSA ¢i3nuHoi ocobu: 40 Landsdowne
Street, Cambridge, MA, 02139, United States
KonrakTtHuii Tenedon: +1 617 6797000

®akc: +1 617 5513742

AJipeca eIeKTPOHHOI IOLLTH:

Tatiana.Ishida@Takeda.com

HaiimenyBanHs1 topuguuHoi ocoou/T1.LB.
¢isuunoi ocobm: Takeda Development Center
Americas, Inc. (CLLIA)

IT I.b. koHTakTHOI 0COo6M: Julie Dixon
Micrie3HaXo/pKeHHsT FOpUANUHOI 0cobu/Miciie
npo>kuBaHHSA Qi3nuHoi ocobu: 95 Hayden Avenue,
Lexington, MA, 02421, United States
KonrakTtHuii Tenedon: +1 617 6797000
®akc: +1 617 5513742

AJipeca eIeKTpOHHOI IOLLTH:
Julie.Dixon@Takeda.com
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Howmep ta faTa Hakasy —

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «PaHgomi3oBaHe, Tialle00-KOHTPOIbOBAHe, TO/BiMiHE CJlile AOCHiIKeHHS ¢a3d 3 MiATPUMYHUOro

BUTIPOOYBaHHS, KO/, nikyBaHHs1 Ikcazomibom Ilutpatom (MLN9708) g/ mepopasbHOTO 3aCTOCYBaHHS Y TIAIiEHTIB 3

BepCisi Ta jjara MHO>KMHHOIO MIi€/JIOMOI0 TiC/Isi TpaHCIUIaHTallii ayTojoriyHux cToBOypoBUX KiituH», C16019, 3
nonpasBkoro 03 Big 28 mrotoro 2019 p.

3asiBHUK, KpaiHa TopapuctBo 3 ObmexeHow BignorigamsHicTio «KoHTpakTtHO-/ocmiguuipka Opranizarisi [HHO(apM-
YkpaiHa»

CrioHcop, KpaiHa Millennium Pharmaceuticals, Inc., USA (CIIIA)

CymnyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. reHepaibHOro JupekTopa Jupekropary
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honmatok 35

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUTIPOOYBaHb JTiKapChbKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX IOINPAaBOK /0
MPOTOKOJTIB K/TiHIYHUX BUMTPOOYBaHb,
BHECEeHHs 3MiHU [0 Jogartka Ne 2 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 31 tpaBHsa 2022 poky Ne 907»
15.06.2022 Ne 1027

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PanzomizoBaHe, GaraTol|eHTPOBe, BiIKDUTe [OC/i/[)KEeHHs y OBOX TpyIMax 3 aKTUBHUM KOHTPOJIEM [IJist
OL[iHKK Oe3mekH, eeKTUBHOCTI, (hapMaKoAWHaMiKu Ta (apMakokiHeTHKH [lerdinrpactumy B momnepeaHb0
HaroBHeHOMY IIMpuLi KommnaHii [ntac @apmackroTikan3 JliMiTes y nopiBHsHHI 3 npeniapatoM HelinoreH®
AJisl iH’eKUifl y aiteli Bikom A0 6 pokiB 3 pabmomiocapkomoro abo MyxyMHOK BinbMca, sIKi OTPUMYIOTBH
Mi€JIOCYTIPECHMBHY XiMioTepamito», KoA aocaimpkeHHs 72189803, Bepcis 1.0 Bij 27 BepecHs 2021

3asgBHUK, KpaiHa

TOB «Kpomocgapma YkpaiHa»

CrioHCOp, KpaiHa

Accord Healthcare, S.L.U. (Akkopg Xesnckea, C.JL.Y.), Icnanis

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
niKkapcbka opMa,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Pegfilgrastim (ITerdinrpactum, Pegfilgrastim PFS, Pelgraz) (pegfilgrastim (nerdinrpactum)); po3uuH s
in’exuini; 1.5 mr/0.15 M, 1 momepefHbO HAMOBHEHWM IMIMpHL] MicTUTh mnerdinrpactumy 1.5 mr/0.15 mm;
10 mr/m; Intas Pharmaceuticals Limited Biopharma Division, India;

Pegfilgrastim (Ilerdinrpactum, Pegfilgrastim PFS, Pelgraz) (pegfilgrastim (merdginrpactum)); posuvH aJis
in’ekuin; 2.5 mr/0.25 M, 1 monepeJHbO HAMOBHEHWH INMpUL] MiCTUTh nerdinrpactumy 2.5 mr/0.25 m;
10 mr/mu; Intas Pharmaceuticals Limited Biopharma Division, India;

Pegfilgrastim (ITerdinrpactum, Pegfilgrastim PFS, Pelgraz) (pegfilgrastim (merdinrpactum)); po3uuH s
in’ekuiii; 4 mr/0.4 mi, 1 nornepeHbO HaMOBHEHUM LIMpUL] MicTUTh nierdinrpactumy 4 mr/0.4 mi; 10 mr/mo;
Intas Pharmaceuticals Limited Biopharma Division, India;
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BignosigansHuii (i)
JIOC/TiTHUK (M) Ta Miclie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. Knmumnrok I'.1.

HarjioHambHuUM iHCTUTYT paKy, HayKOBO-J0C/IiZiHe BiAJieHHs JUTsS40l oHKoJoril, M. Kui

2) nikap binenpkuii B.€.

KomyHasibHe HeKOMepIiiiiHe MTiANIpUEMCTBO XapKiBCbKoi o0sacHOi pagu «O6macHa AuTsAva KiiHiuHa
sikapHs Nel», BigZiieHHsI JAUTSYOI OHKOJIOTII Ta OHKOreMaToJiorii, M. XapKiB

3) nikap Kisuma P.B.

KomyHa/nbHe  HeKOMepIjiiiHe  TianpueMcTBo  JIbBiBCbKOI  0OslacHOi  pagM  «3aXiJHOYKpaiHChKUH
creliiasi3oBaHUM AUTSAUMI MeIUYHUM LIEHTP», XipypriuHe BifzineHHs, M. JIbBiB

4) p.M.H., ipod. Hdirtsp B.A.

KomyHasibHe TiArpueMcTBO «/IHITIpomeTpoBChKa 00/lacHa JuTsua KiliHiuHa jikapHs» [JHIMponeTpoBChKOI
00J1aCcHOI pa/ii», OHKOT€MaTOJIOTiUHUH 1IeHTp, JIHITPOBCHKUH Iep>KaBHUM MeJUUHUM yHiBepcuTeT, Kadezapa
JWTAYOI Xipyprii, opTomnezii Ta TpaBmMaTosiorii, M. /IHinpo

[IpeniapaT NOpiBHAHHS,
BHUPOOHUK Ta KpaiHa

Neupogen® (Hetinoren®) (filgrastim (¢inrpactum)); po3uuH s iH’ekuii; 0,6 mr/mia, 1 mornepegHbO
HaroBHeHWH 1mrpuL Mictuth ¢inrpactumy 30 miH O/ 0.3 mr/0.5 mu; 0,6 mr/mit; Amgen Inc., USA; Amgen
Manufacturing Limited (AML), USA;

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHM 10 fojaTtka Ne 2 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 Ne 1027

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta jlata

«Jocnimkennss 1 ¢a3u ana ouiHku BigHocHOT dapmakokiHeTnku (PK) Ta posmofginy B TKaHMHaX
rycesbKymaly i picaHkizymaOy y 3/0pOBMX yUaCHMKIB Ta y TIAIiEHTIB i3 TICOPiaTUUHUM apTPUTOM», KOJ|
nocnimpkeHHs CNTO1959PSA 1001, IMTonpaBka 2, 23 CepriHst 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», ¥YKpaiHa

CrioHCOp, KpaiHa

«fHccen ®PapmarieBTrika HB», Benbrist [Janssen Pharmaceutica NV, Belgium]

[Tepenik gocmimKyBaHUX
MiKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

I'ycenbkymab, Tremfya®, CNTO 1959 (CNTO1959; I'ycenbkyma0); po3umH il iH €KL y TorepesHbO
HarnioBHeHoMY 1ripuili; 100 mr/mi; Cilag AG, IlBeiitapisi; Janssen Sciences Ireland UC, Ipnangisi; Janssen
Biotech, Inc., CIIIA; Eurofins Biopharma Product Testing Ireland Limited, Ipnanzis; Janssen Biologics
B.V., Higepnanau; Janssen R&D, a Division of Janssen Pharmaceutica, NV, benbris; Fisher Clinical
Services Inc., CIIIA; Fisher Clinical Services GmbH, IlIBefitjapiss; Catalent Germany Schorndorf GmbH,
Himeuuuna; Catalent Pharma Solutions, LL.C, CIITA; Catalent Pharma Solutions, Kuraii

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.m.H. KoBanenko C.O.

MeauuHUH 1IEHTP TOBapHCTBa 3 0OMEXKEHO BiJNIOBiJa/bHICTIO «I'apMOHist Kpacu», BifilileHHsT KTiHIYHUX
BUTIPOOYyBaHb, M. KuiB

2) A.M.H., ipod. Himkywmaii O.1.

KomyHanbHe HekoMepliiliHe mianpueMcTBo «KuiBcbka MicbKa KiiHiuHa JikapHs Nel2» BUKOHABYOIO
oprany KuiBcekoi micekoi pagu (KuiBcbKoi MiChKOI Ziep)kaBHOI aAMiHicTpatlii), BifJineHHs] HeBiAKIaAHOI
MeJJUUHOI JornomMoru, M. Kuis
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[Ipenapatu mopiBHSAHHS, Picankisyma6, CKAMPI3I (ABBV-066; BI 655066/ABBV-066, Picankisyma6); po3uuH Aas iH’ekuii y
BUPOOHUK Ta KpaiHa roriepejHbO HarioBHeHoMy tmmipuili; 90,36 (ekBiBaseHTHO 75 Mr picaHkisymaby y 0,83 mi po3unHy)
mr/mit; Janssen R&D, a Division of Janssen Pharmaceutica, NV, Besnbris; Catalent Germany Schorndorf
GmbH, Himeuunna; AbbVie S.r.], Italy, ITanis;

Picankisyma6, CKAMPI3I (ABBV-066; BI 655066/ABBV-066, Picankisyma6); posumH A/s iH’eKijiii y
rorepeHbO HamoBHeHoMY wumpuli; 150 mr/mut; Janssen R&D, a Division of Janssen Pharmaceutica, NV,
benwris; Catalent Germany Schorndorf GmbH, Himeuunna; AbbVie Deutschland GmbH & Co. KG,
HimeuurHa

CynyTHi naboparopHi HabopH
Marepianu/rpernaparu
CYMyTHBOI Tepariii

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




