JonaTox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHHU A0 AofaTka Ne 2 o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Big 31 TpaBus 2022 poky Ne 907»
15.06.2022 No 1027

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«MixHapoaHe, 6araToIeHTPOBE, paHAOMi30BaHe, MOJABIHHE CIile, M1aned0-KOHTPOIbOBAHE, TOCIIIKESHHS
@azu Il [Jypanymaly pazom i3 JlomBanamimabom (AB154) y yuacHUKIB i3 MICIIEBO PO3MOBCIOIKEHUM
HeorepadensHuM, HeApiOHOKMITHHHEM pakoMm JiereHb Il craxii, yms xBopoOa He mporpecyBajia Micis
nediHITHBHOT OJHOYACHOI TIaTHHOBMicHOI ximionmpomeHneBoi Tepamii (PACIFIC-8)», kom mocmimKeHHS
D9075C00001, Bepcis 2.0 Bix 08 muctonama 2021 poky

3asBHUK, KpaiHa

TOB «ACTPA3SEHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

[Tepenik mocmimKyBaHUX
JTKapChKuX 3ac00iB
Jikapcbka ¢opma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

HypBanymab (Durvalumab); MEDI4736; konueHtpar mans po3uuHy g iHQY3i(; 50  wr/mig
AstraZeneca Nijmegen B.V., Netherlands; Catalent Indiana LLC, USA (CIIA); Vetter Pharma-Fertigung
GmbH & Co. KG, Germany; Medimmune 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

JomBananima6 (Domvanalimab); AB154; kouneHTpat ajst po3unny ms indysii; 60 mr/mr; 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;

[Tnare6o no domBananimaOy (Hatpist xiopua 0,9%); poszuun s iHdy3ii; 0,9%; odvipHe miAmpueEMCTBO
«DapMmarpena», YKpaina
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Binnosiganpamii (1) 1) mixap 3y6 O.B.
JIOCJTITHUK (M) Ta Micle KomyHanpHe HekoMmepIliiHe MianpHeEMCTBO «YEpHITIBCbKUH MEIMYHUA LEHTP CY4acHOi OHKOJIOTIi»
(s1) mpoBeACHHS UYepHiriBchbKkoi 001aCHOT paju, BiATIICHHS KIIIHIYHOT OHKOJIOT1I Ta TiHEeKoJorii, M. YepHiriB

BunpoOyBanus B Ykpaini | 2) gikap [lImura O.1O.

Mennuyauii neHTp «YHiBepcadbHa KiiHiKa «OO0epir» ToBapucTBa 3 OOMEXKEHOI0 BiAMOBIIAIBHICTIO
«Kanurtany, KIiHIKO-KOHCYJIbTaTUBHE BiaiIeHHs, M. KuiB

3) a.m.H., pod. dynaivenko O.C.

Jlep>xaBHa ycTaHoBa «IHCTUTYT 3aranpHOi Ta HeBimkiIamHOi xipyprii imeni B.T. 3aiineBa HamionansHoT
aKajieMii MeIMYHUX HAYK Y KpaiHW», BIAIJICHHS THIHHOT Xipyprii Ha 25 JT>KOK 3 ManaToro iHTeHCUBHOI Tepartii
Ha 6 JDKOK, XapKiBChbKa MEIWYHA aKaJeMis MCISAUIIIOMHOT OCBITH, Kadeapa OHKOJIOTIi Ta JUTIYOi
OHKOJIOT1i, M. XapKiB

4) ron. nikap Kpynsko C.1

MenuyHuid TEHTpP TOBapUCTBA 3 OOMEKEHOK0 BiINOBINAIBHICTIO «YKpaiHCBKHH HEHTP TOMOTEpamii»,
BiIIIJIEHH XiMioTepanii, M. KponmuBHUITbKHIA

[Ipenapatu mopiBHAHHSA, | —
BUPOOHHK Ta KpaiHa

CymyTHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




JonaTtok 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
3aTBEPXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHS 3MiHU 10 AofaTtka Ne 2 1o Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 31 tpaBusa 2022 poxy Ne 907»
15.06.2022 No 1027

Inentudikaris cyrreBoi
MIOTIPaBKH

Martepianu nns namieHtiB Ta OaThkiB marientiB: llepekunnuit 6ykner mocmimkenHs NEOS (Informed
Assent Flip Chart), Bepcist 2.0 Bix 10 cepmas 2021 poky (nepexianero 11 cepmast 2021 poxy), yKpaiHCHKOO
Ta pociiicekoro MmoBamu; [lepexuanuii Oykier nocnimkenas NEOS (Informed Consent Flip Chart), Bepcis
2.0 Bix 10 cepmus 2021 poky (mepexnageno 11 cepmast 2021 poky), ykpaiHCbKOO MOBOIO; [lepexuHuii
oykner pociimkeHHss NEOS (Informed Consent Flip Chart), Bepcis 2.0 Big 11 cepmus 2021 poky
(mepexnameno 11 cepmus 2021 poky), pociiicbkoro MoBoro; CyOtutpm a0 Bigeo «Sk mnpuitmatw
nochimkyBani nmpenapat» (NEOS How to Take Your Study Medication Video), Bepcist 1.0 Big 21 TpaBHs
2021 poky, yKpaiHCbKOIO Ta pociiickkoro MoBaMu; BeOcaiit nocnimkenns NEOS (Website), ABTopcbke
npaBo 2021, Bepcis 2.0, ykpaiHChKOIO Ta pociiicbkoro MoBamu; CyOTutpu a0 Bigeo «Po3yMmiHHs
nociimpkeHHs» (NEOS Understanding Your Study Video), Bepcis 2.0 Bim 10 cepmus 2021 poky,
yKpaiHChKOIO Ta pociiicbkoro moBamu; IToctep (Recruitment Poster), Bepcist 1.0 Big 20 kBitHa 2021 poky
(nepexnaneno 15 uepBHs 2021 poky), yKpaiHChKOIO Ta pociiicbkoro MoBamu; bykner «Illo Ttake
nociipkenas NEOS» (Study Intro Multifold), Bepcis 2.0 Big 10 cepmust 2021 poky (mepexiaaeHo
11 cepmust 2021 poky), ykpaiHChKOO Ta pociiicbkoro MoBamu; Cymka i nauieHTiB; Kunmxka «lllo take
PC i gocmimxenuss NEOSy» mis miamitkiB Bikom Big 10 1o 17 pokis (Understanding MS and NEOS Study),
Bepcis 1.0 Bix 22 kBiTHA 2021 poky (mepeknaaeno 15 yepBHs 2021 poky), yKpaiHCBKOIO Ta POCIHCBHKOIO
moBamu; Kamxka «Illo Take KimiHIYHI HOCTIDKEHHS» s AiTed BikoM Bix 7 1o 12 pokiB (Understanding
Clinical Trials 7-12yo), Bepcis 1.0 Big 10 uepBus 2020 poky (nmepexmageno 21 xBitas 2021 poky),
YKpaiHCBKOIO Ta pociiichkoro MoBaMu; Kamkka «Illo Take kimiHiuHI BUIPOOYBaHHSY JJIA TTITKIB BIKOM
Bix 13-17 pokiB (Understanding Clinical Trials 13-17yo), Bepcis 1.0 Bix 09 nunas 2020 poky (nepekiageHo
15 xBitHs 2021 poky), yKpaiHCBKOIO Ta pociiickkoro MmoBamu; bpomrypa gociaigauka OMB157
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(Ofatumumab), Buganns 15 (Autoimmune Diseases) Big 11 nmuctomana 2021 poky; Cekuis 4.2.3.3 [locke
JIOCJTIJDKYBAHOTO JIiKapchKoro 3aco0y Ofatumumab / OMB157G (multiple sclerosis): «BrumB Ha TroauHy»,
Bepcis 005 Bix 11 nucronmana 2021 poky; IHdopmanilinuii mTucTOK 1 hopma 3roau A yYaCHUKIB, SKUM
BUITOBHIOETKCS 18 pokiB mif yac gociimxenHs. Ne mpotokory CBAF312D2301, Bepcis V00.02UKR (uk)1.0
Bix 20 ciuns 2022 p. (Ilepexian Bukonano: 8 mortoro 2022 p.), ykpaiHChKOIO MOBOIO; [HhopMaItiiHuit
JUCTOK 1 popMa 3rojiu /Il YIaCHHKIB, SKUM BUIIOBHIOETHCS 18 POKIB ITiJT 4ac AOCIIHKEHHS 3a TPOTOKOJIOM
Ne CBAF312D2301, Bepcis V00.02UKR(ru)1.0 Bix 20 ciuns 2022 p. (Ilepexnaa BUKOHAHO: 8 JFOTOTO
2022 p.), pociiicbkoro MoBO; [HhopMariiiHuil TUCTOK 1 (hopMa 3roJId HETIOBHOIITHBOT TUTHHU JUTS AITEH
BikoM Bij 14 1o 18 pokiB Ha MOMEHT MPOBEACHHS OCIKEHHS 3a ipoTokosiom Ne CBAF312D2301, Bepcis
V00.02UKR(uk)1.0 Big 20 ciuns 2022 p. (Ilepexnaa Bukonano: 26 tpaBas 2022 p.), yKpaiHCbKOIO MOBOIO;
[adopmariitnmii mucTOK 1 popMa 3roau HETIOBHOJITHRO! TUTHHU JUTS AiTed BikoM Bif 14 mo 18 pokiB Ha
MOMEHT MpoBeAeHHs AociikeHHs 3a nporokonom Ne CBAF312D2301, sepcis V00.02UKR(ru)1.0 Bin
20 ciuns 2022 p. (ITepexnan BukonaHo: 26 tpasus 2022 p.), pociiicbkoro MOBO; [HpopManiiHuil TUCTOK
1 (hopma 3roju MajoJIiTHbOI TUTUHU BIKOM BiJ 12 10 14 pokiB Ha MOMEHT IIPOBEICHHS JOCIHKCHHS 32
npotokosiom Ne CBAF312D2301, Bepcis V00.02UKR(uk)1.0 Bix 20 ciuas 2022 p. (Ilepexiaa BUKOHAHO:
07 mororo 2022 p.), ykpaiHCcbkor0 MOBOIO; [H(opManiiiHui TUCTOK 1 popma 3roiu MaloNiTHBOT TUTUHU
BikoM Bif 12 10 14 pokiB Ha MOMEHT MPOBEICHHS TOCIiKeHHs 3a mpoTokoiom Ne CBAF312D2301, Bepcis
V00.02UKR(ru)1.0 Bix 20 ciuns 2022 p. (Ilepexnaa Bukonano: 07 mororo 2022 p.), poCiiChKOI0 MOBOIO;
Indopmaniitnuii auctok 1 ¢popma 3rogu MajodiTHHOI AUTHHU BikoM Bix 10 mo 12 pokiB Ha MOMEHT
npoBeaeHHs aocuixeHHs 3a mpotokoioM Ne CBAF312D2301, sepcis V00.01UKR(uk)1.0 Big 20 ciuns
2022 p. (Ilepexnan BukoHano: 07 mororo 2022 p.), ykpaiHCbKOIO MOBO0O; [HpopMariiiHuil TUCTOK 1 popMa
3T0/IM MAJIOJITHBOT TUTHHH BikoM Big 10 10 12 pokiB HA MOMEHT MPOBENEHHS TOCIITKESHHS 32 POTOKOJIOM
Ne CBAF312D2301, Bepcig V00.01UKR(ru)1.0 Bix 20 ciuns 2022 p. (Ilepexnan Bukonano: 07 noToro
2022 p.), pociiicbkoro MoBoro; I[Hpopmaniiinuii snuctok 1 Qgopma 3roam st OaThkiB. [IpoToxon
Ne CBAF312D2301, Bepcis V00.02UKR(uk)1.0 Bix 20 ciuns 2022 p. (Ilepeknan BUKOHAHO: § JIOTOTO
2022 p.), ykpaiHCbKOIO MOBOIO; IH(popmauiiinuii nuctok 1 (opma 3rogu g OatbkiB. IIpoToxon
Ne CBAF312D2301, Bepcis V00.02UKR(ru)1.0 Bix 20 ciuns 2022 p. (Ilepeknaa BUKOHAHO: 8 JTFOTOTO
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2022 p.), pociiicbKOI0 MOBOIO; BKIIIOUEHHS 101aTKOBHUX MiCIlb TPOBEACHHS KJIIHIYHOTO BUIPOOYBAaHHS:
No I1.1.B. BiAmOBigaJIBHOTO JOCHITHAKA
n/m HasBa micus npoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | n.m.uH. Kupunosa JL.T.

Jlep>xaBHa ycTaHoBa «[HCTHTYT meniarpii, akymepcTsa i rinekosorii iM. akaa. O.M. JIyk’sHoBO1
HamionanbHoi akagemii MEAMYHUX HAayK YKpaiHW», BIAIUICHHS TCUXOHEBPOJIOTIi A AiTel 3
MIEPUHATAILHOIO MATOJIOTIEI0 Ta OphaHHUMHU 3aXBOpHOBaHHAMHU, M. KuiB

2. | x.M.H. Makenonceka [.B.

KomynaneHe HekomepuiiiHe mianpueMcTBo «Micbka AWTSYa KIiHIYHA JikapHsS Ne6»
JIHIPOBCHKOI MICBHKOI pajii, HEBPOJIOTIYHE BIUIICHHS MOJIOJIIIOTO BiKY, M. JIHIIpo

3. | k.M.H. Pa6okons H.O.

KomynansHe HeKOoMepItiiiHe mianpuemctBo CymMcbKkoi o0sacHoi pagu «O0IacHa AUTsIYa KITHIYHA
JKapHs», BUIICHHS JUTS AiTEH 3 ypaKEHHSIM IICHTPAJIbHOI HEPBOBOI CUCTEMHU Ta MOPYIICHHIM
ncuxiky, M. Cymu

Howmep Ta nara Haka3zy Ne 475 Bin 13.03.2022
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Hasga kiiHiyHOTO «2-piuHe, paHAOMI30BaHe, MOJBIHHE CIliNe AOCHIIKEHHS BIACYTHOCTI MEHIIOI e(QEeKTUBHOCTI, IO

BUIIPOOYBaHHSI, KO/, IPOBOAMTHCA B 3 rpymnax Juisl MOPiBHSAHHS e€(eKTUBHOCTI Ta Oe3meyHocTi odaTymymMady i CIMOHIMOLY 3

Bepcis Ta JaTa (1Hr0J1IMOJIOM Y NAII€HTIB JUTSUOTO BIKY 3 PO3CIIHUM CKJIEPO30M, 13 MOAATBIINM BIAKPUTUM PO3MIUPEHUM
nocaimpkeHHsam», CBAF312D2301, Bepcist 00 Bix 28 ciunst 2021 poky

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa «Hosapric ®apma Al'», [lIBeliniapist / Novartis Pharma AG, Switzerland

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 Ne 1027

InenTudikarist cyTTeBOi
HONPaBKU

OHOBNIEHHS PO3ALTIB CTAaOLIBHOCTI 10O TOJOBXKEHHS TepMiHy 30epiranHs 1o 36 wmicsmi. Ormsn 3MiH
(VV-QUAL-0739383 1.0), anrmilicbkoro MOBOIO; OHOBJIEHI PO3ILIH JH0CHE AOCIIIKYBAHOTO JTIKAPCHKOTO
3aco0y REGN3500: P.8.1 Pestome momo crabimpHocTi Ta BucHOBKH (VV-QUAL-0743411 1.0),
VV-RIM-00189813-1.0 Bix 10 Gepe3ns 2022p. anrmiiicekoro MoBoro; P.8.3 Jlani momo crabimbHOCTI
(VV-QUAL-0743412 1.0), VV-RIM-00189815-1.0 Big 10 ©Oepe3nss 2022p. aHMIIHCHKOI MOBOIO;
30UIbIICHHS TEpPMIHY 30epiraHHs JIOCITIJIKYBAHOTO JIKapChbKOTO 3aco0y
SAR440340/REGN3500/iteneknmad, po3zunH it iH'ekmii 150 mr/mim y momepenHbO HAIOBHEHHX
HIIpHIax, 10 36 MicAIiB

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 187 Binx 05.02.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, moBilHe cline, Mianedo-KOHTPOIbOBaHE AOCHIIPKEHHS 3 (a3u B mapajenbHuX rpymnax,
II0 TNPOBOAWUTHCA /s BHUBYEHHS €(QEKTUBHOCTI, O€3MEeYHOCTI Ta MNEPEeHOCHUMOCTI Ipemnapary
SAR440340/REGN3500/itenekiMad (MOHOKIIOHANBHI aHTHUTINA, cnenudiuni qo 1L-33) y mamieHTiB 13
MOMIPHUM Ta BaXXKUM XPOHIYHUM OOCTPYKTHBHMM 3axBoproBaHHsM JjereHs (XO3J1)», EFC16750, Bepcis
1 Big 25 BepecHs 2020 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YKpaiHa»

CrnoHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemepiu e aeBenonmMan, OpaHitis)

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHHUX




Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bpomrypa nocnigauka sikapebkoro 3aco0y SAR443122, penaxmist Ne4 Bin 29 6epesnst 2022p., aHTHCEKOI0
MOBOO; JIMCT 175t 5KIHOK, 3aTHUX JI0 JITOHAPOKEHHS, K1 3aBepIIIM ydacTs y gociimkenHi ACT16404
(CLEan), Bepcist 1 Bixm 30 Gepe3nst 2022, ykpaiHCBKOIO Ta POCIMChKOI MoBaMu; Po3mimm «Jlikapchkuit
3aci0» Ta «llmanebo» OHOBIEHOTO NIOChE AOCTIMKYBaHOrO Jikapcbkoro 3acody (IMPD) SAR443122,
TBepaa karcyna, 100 mr, Bepcis Big Oepe3Hs 2022p., aHTIIIHCHKOIO MOBOIO; 3allydeHHsS JOJATKOBUX
BUPOOHUKIB MIanedo 10 JOCTiAKyBaHOTO Jikapchkoro 3aco0y SAR443122, teepna kamcyna, 100 wr:
Almac Clinical Services Limited, United Kingdom (Northern Ireland); Eurofins Amatsi Analytics, France

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 614 Bin 01.04.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«PangomizoBaHe, MOJBIMHE CITiNe, MIAe00-KOHTPOJIbOBAHE AOCIIHKEHHS 11 OOTPYHTYBAHHS KOHIICTIIIIT
10710 OLIIHKM edekTuBHOCTI Ta Oe3neku 3actocyBaHHS SAR443122 (inribiropa RIPK1) y namieHTiB 3
HIATOCTPUM ab0 AMCKOITHUM/XPOHIYHUM HIKIPHUM YEPBOHUM BOBYAKOM CEPEIHBOTIO 1 TSHKKOTO CTYIEHS,
ACT16404, onoBieHui mpoToko KiiHiuHOro nocmipkenns 01, Bepcis 1 Bin 10 rpyans 2021 poky

3asBHUK, KpaiHa

TOB «Cano(i-ABenTic Ykpaina»

Crnoncop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABenTic pemrepiu e aeBenonmMan, OpaHitis)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

OnoBJieHUH POTOKOJ KiMiHIYHOTO nociimkenHs D9481C00001, Bepcist 6.0 Bix 11 mucromana 2021 poky;
3MiHa Ha3BU KIIHIYHOTO BHUMNpoOyBaHHS 3 «JlocmimxeHHs ¢a3u 3 13 MiJBULICHHSAM 03U B JAiTEeH 13
rinepkaxieMi€ro BIKOM BiJl HAPOPKEHHS A0 18 poOKiB JUIst OIIHKY BIUIMBY ITiIBUIICHHS 7103 IUKIOCUITIKATY
nupkonito Hatpito (L{IIH) 13 mpuitomom Tpudi Ha 100y AJi1 KOPUTYBAHHS TIepKallieMii, a TAKOXK ISl OI[IHKU
epexTuBHOCTI Takoi x 1o3u LIIH i3 mpuitomoM oguH pa3 Ha 100y [T MiATPUMAHHS HOPMAJIBHOTO PiBHIO
KaJil0 B OpraHi3Mi Malli€HTiB, Kl MOTPEOYIOTh TPUBAIOIO JiKyBaHHS» Ha «Biakpurte MOCHIHKEHHS A
ouinku Oesreunocti ta edexkruBHocti LIIH y mitelr 3 rimepkamiemiero»; Onosiena Iudopmaris mpo
nociijpkeHHs Ta @opma 3roau uid 0aThKiB, JoKanbHa Bepcisd Homep 9.0. Jlata nokanbHoi Bepeii 31 ciuHs
2022 p. a"rmiicbkor0 MOBOIO miisi Ykpainu; OHoneHa [Hpopmaiis mpo gociimkenas Ta @opma 3roau asist
6aTbKiB, JoKanbHa Bepcis Homep 9.0. [lata nokanbHoi Bepcii 31 ciuns 2022 p. aHIMiACEKOI0 MOBOIO IS
Vkpainu. [lepexianeno Ha ykpaiHcbKy MOBY it Ykpainu 11 mrotoro 2022 p.; Ononena [Hdopmariist mpo
nociijkeHHs Ta @opma 3roau uid 0aThKiB, JoKanbHa Bepcist Homep 9.0. Jlata nokanbHoi Bepceii 31 ciuns
2022 p. aHrmiicbkor0 MOBOIO it Ykpainu. [lepexnaseHo Ha pociicbky MOBY miisg Ykpainu 11 motoro
2022 p.; Ononena Indpopmaria ans namienta tTa @opma 1HGOPMOBAaHOI 3roAM AJs MALI€HTIB, SIKUM
BUIIOBHIOETHCS 18 poOKiB mia yac BUNPOOOBYBaHHS, JOKajdbHa Bepcis Homep 7.0. [lata nokanbpHOI Bepcii
31 ciyns 2022 p. anrmiificekoro MoBow misi Ykpainu; OHoiiena [Hdopwmaris mis mamienta ta @opma
1H(OpPMOBaHOT 3roJu ISl MAIIEHTIB, IKUM BHUIIOBHIOEThCA 18 pOKIB MiJ Yyac BUNPOOOBYBaHHS, JOKaIbHA
Bepcisi HoMep 7.0. Jara noxanbHOi Bepcii 31 ciunga 2022 p. aHMIiicbKko0 MOBOIO ISl YKpaiHH.
[TepexnaneHo Ha ykpaiHcbKy MOBY [t Ykpainu 11 mororo 2022 p.; OnoBnena [ndopmartis s namieHTa
ta ®opma 1H(pOpMOBaHOT 3roAM Ui NAIIEHTIB, SKMM BUIIOBHIOETHCS 18 POKIB mig 4ac BUIIPOOOBYBAHHS,
nokanbHa Bepeid HoMep 7.0. [lara nokanbHoi Bepcii 31 ciung 2022 p. aHTIIHCHKOI0 MOBOIO Ul YKpaiHu.
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[Tepexmageno Ha pociiickky MOBY s Ykpainu 11 mrotoro 2022 p.; Ononena I[udopmaris mpo
JIOCJTIJDKEHHS B TIeAiaTpUyHIN nomyssiii it @opma 3roau Juisi HETOBHOMITHIX YYaCHHKIB BikoM 14-17 pokiB,
nokanbHa Bepcis Homep 4.0. Jlara mokanbHoi Bepceii 20 ciunast 2022 p. aHTIIHCHEKOI0 MOBOIO /ISl YKpaiHu;
Onosnena [ndopmaris mpo AoCHiKEHHS B neaiaTpuyHiid nmomyssiii # dopma 3roau a1 HEMOBHOJITHIX
yJacHHKIB BikoMm 14-17 pokiB, nokanbHa Bepcis Homep 4.0. [lara nokanbHoi Bepcii 20 ciuns 2022 p.
aHTIChKOI0 MOBOIO i1 YKpainu. Ilepeknaneno Ha ykpaiHCbKy MOBY Uit YKpainu 2 smrotoro 2022 p.;
Omnosnena [Hpopmariist mpo JOCTIKEHHS B NeAiaTpuyHii nomyssmii # dopma 3rou i HEMOBHOMITHIX
y4acHHKIB BikoMm 14-17 pokiB, nokansHa Bepcis Homep 4.0. Jlara mokanbHoi Bepcii 20 ciuns 2022 p.
aHTJIHCHKOI0 MOBOIO i YKpainu. [lepexianeHo Ha pociiicbky MOBY i Ykpaiau 2 mororo 2022 p.;
Omnosnena [ndopmariist mpo ITOCHiKEHHS B MeAiaTpuuHiid monymsii i @opma 3roau A HEMOBHOMITHIX
y4JacHHKIB BikoM 12-14 pokiB, nokanbHa Bepcis Homep 4.0. [lara nokanpHoi Bepcii 20 ciuns 2022 p.
aHTI1HCHKOI0 MOBOIO IS YKpainu; OHoBieHa [Hpopmarlis mpo 10ciiKeHHs B eJiaTpUuHii Nomysnii i
dopma 3roam AJIsS HEMOBHONITHIX y4YacHUKIB BikoM 12-14 pokiB, nokanpHa Bepcis Homep 4.0. [lara
nokanbHO1 Bepcii 20 ciung 2022 p. aHrmiichKO0 MOBOIO i YKpainu. [lepekiageHo Ha yKpaiHCbKY MOBY
it Ykpaiau 2 mrotoro 2022 p.; Onosnena [Hpopmanis mpo AOCHIHKEHHS B MeIiaTpUYHIA TOMYJISIil i
®opma 3roau sl HEMOBHOJITHIX y4acHHKIB BikoMm 12-14 pokiB, nokanbHa Bepcis Homep 4.0. Jlata
nokanbHOI Bepcii 20 ciunst 2022 p. aHrmidcbkor0 MOBOIO st YKpainu. [lepeknaneHo Ha pociiicbKy MOBY
i Ykpainu 2 motoro 2022 p.; OHoBnena Indopmartist mpo AOCHIKEHHS B MeIiaTpU4HIA momysmii i
®opma 3roau aisi ydacHHKIB BikoM 10-12 pokiB, jgokanbHa Bepcis Homep 3.0. Jlara moxansHOT Bepcil
20 ciyag 2022 p. aHrmiiicekoro MoBoro Juis Ykpainu; OHoBieHa I[Hdopmaiis mpo AOCHIIKEHHS B
neaiaTpuyHii nomynsauii i ®opma 3ronu Uit ydacHUKIB BikoMm 10-12 pokiB, JokanbHa Bepcis HOMEP
3.0. Jara nokanpHOi Bepcii 20 ciuns 2022 p. aHrmicekoro MoBowO Juid Ykpainu. IlepexiazgeHo Ha
yKpaiHCbKy MOBY /Ui Ykpainu 2 mtotoro 2022 p.; OnoBnena [Hpopmariis mpo JocaiKeHHs B Ie1aTpUIHIN
nonyJssitii i @opma 3roau s yyacHUKIB BikoM 10-12 pokiB, jokanbHa Bepcis HoMmep 3.0. [laTa nokanbHOi
Bepcii 20 ciynst 2022 p. aHrmiiicbkoro MoBoro Ut YKpainu. [lepexiiazgeno Ha pociiicbKy MOBY 1Sl Y KpaiHH
2 motoro 2022 p.; OHoBiena [Hpopmaris npo KociiKeHHs B neglaTpuyHiil nonymsauii 1 @opma 3roau
JUIs yyacHHMKIB 6-10 pokiB, sokanbHa Bepcis Homep 3.0. Jlata mokanmpHOi Bepcii 20 ciuns 2022 p.
aHTJIHCBKOI0 MOBOIO JUIs1 YKpainu; OHoBieHa [Hpopmarlis mpo 1ociiKeHHs B eJiaTpuyHIi monysmii i
®opma 3roau A ydyacHUKIB 6-10 pokiB, nokanbHa Bepeid Homep 3.0. [lara nokanbHOi Bepeii 20 ciuns
2022 p. aHTIIHCEKOI0 MOBOIO 1t YKpaiHu. [lepeknageHo Ha yKpaiHChKY MOBY Uil YKpaiHU 2 JIFOTOTO
2022 p.; OnoBnena Indopmarnis npo HocHiKeHHS B meaiaTpuuHid momymsauii # Popma 3rogu s
yuacHUKiIB 6-10 pokiB, nokanbHa Bepcist Homep 3.0. Jlata nokanbHoi Bepcii 20 ciunsg 2022 p. aHMTIHCHKOI0
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MoBOIO 17151 Ykpainu. [lepexnaneno Ha pociicbky MOBY 1i1st Ykpainu 2 motoro 2022 p.; KapTka narienra,
ocHoBHa Bepcis 2.0 Bix 26 ciuns 2022 poky aHTIiHCbKO MOBOIO; KapTka marieHTa, OCHOBHA BEpCis
anrmiiicekoro Moot 2.0 Bix 26 ciuns 2022 poky. IlepexnaneHo ykpaiHCBKOIO MOBOIO aisi YKpaiHu
1 motoro 2022 p.; KapTka narienta, OCHOBHA Bepcis aHTIiHChKO0 MOBOO 2.0 Bix 26 ciuns 2022 poky.
[lepexnaneHo pociiicbkoro MoBO0 aisi Ykpainu 1 mororo 2022 p.; Kaprka 3 poskiazoMm mnpuiiomy
npenapary (Pa3za kopekirii), Tunosa Bepcis 2.0 Big 08 mrororo 2022 p. IlepeknaaeHo Ha yKpaiHCEKY MOBY
i Ykpainu 18 mortoro 2022 p.; Kaprka 3 npuiiomy npenapary (®asa xopekiii), mactep Bepcis 2.0 Big
08 mroToro 2022 p. IlepeknaaeHo Ha pociicbKy MOBY it Ykpainu 18 motoro 2022 p.; KapTka 3 po3kiiagom
npuiiomy mpenapary (®Pasza minrpumyrodoro JikyBaHHs), THroBa Bepcis 2.0 Bim 08 mororo 2022 p.
[lepexiageHo Ha ykpaiHcbKy MOBY [utst Ykpainu 18 mrotoro 2022 p.; KapTka 3 npuiiomy npemnapaty (Paza
HiATPUMYIOUOTO JIiKyBaHH:), Mactep Bepcisa 2.0 Bix 08 mrotoro 2022 p. IlepexiiageHo Ha pociiicbKy MOBY
st Ykpainu 18 mrotoro 2022 p.; Kaprtka 3 posknagoMm mpuiiomy npenapaty (Pa3a JOBrocTpOKOBOTO
HiATPUMYIOYOTO JTiKyBaHHs ), TUIOBa Bepcis 2.0 Big 08 mrotoro 2022 p. [lepeknaneHo Ha YKpaiHChKY MOBY
st Ykpainu 18 mrotoro 2022 p.; Kaptka 3 npuiiomy npenapaty (Pasza 10BrocTpoKOBOro HiATPUMYIOHYOTO
aikyBaHHs), mactep Bepcis 2.0 Big 08 mrororo 2022 p. IlepexiageHo Ha pociiicbKy MOBY Ui Y KpaiHH
18 mrororo 2022 p.; D9481C00001 Bpomrypa narmienta, Bepcia 6.0 Big 14 ciuns 2022 p. yKpaiHCHKOIO
moBoro; D9481C00001 Bpomypa mamienta, Bepciss 6.0 Bim 14 ciuas 2022 p. pociliCbKOIO MOBOIO;
D9481C00001 I'padix BizutiB mamieHrti, Bepcis 10.0 Bix 14 ciuns 2022 p. yKpaiHCBKOIO MOBOIO;
D9481C00001 I'padix BizutiB mnauieHTiB, Bepcis 10.0 Big 14 ciuns 2022 p. pociiiCbKOIO MOBOIO;
D9481C00001 JloBinkoBa kapTka gociipkeHHs, Bepcis 7.0 Big 14 ciunsg 2022 poky yKpaiHChKOIO MOBOIO;
D9481C00001_[ToBinkoBa kapTka gociimkeHHs, Bepcis 7.0 Big 14 ciuns 2022 poky pociiicbKOI0 MOBOIO;
OHoOBNIEHE MapKyBaHHS JIOCIIIKYBaHOT0 3aco0y — LIMKIOCHIIIKAT HIUPKOHIIO HATPiIO 2.5 T, HOPOIIOK JUIs
nepopanbHoi cycrnensii (Yellow Sachet Label OL Correction Phase), Bepcist 1.0 Bin 25 yepBHs 2021 poky;
OHoBIIeHE MapKyBaHHS JOCTIIKYBaHOTO 3ac00y — 9 po3kpuBHUX Karicyn L{ukinocunikaT UPKOHIIO HATpilo,
MOPOIIIOK JIJIsl TepopalibHO1 cycnensii, (a3za kopekiii (Yellow Bottle Label OL Correction Phase), Bepcis
1.0 Bixm 25 uepBHs 2021 poky; OHOBIEHE MapKyBaHHS JIOCIHI)KYBAaHOTO 3aco0y — 3 MaKeTHKHU-calle
[{uknocuiikaT MUPKOHIIO HATpito 2.5 T, MOPOIIOK JAJs MepopaibHOi cycnensii, ¢a3a xopekuii (Yellow
Carton Label OL Correction Phase), Bepcis 1.0 Big 25 depBHA 2021 poky; OHOBJIEHE MapKyBaHHS
JOCIIJKYBaHOTO 3aco0y — LluKiIocmiliKaT HUPKOHIIO HAaTpilo, MOPOMIOK I MEpOpanbHOI CYCHEH3ii,
(Blue Sachet Label LTMP), Bepcis 1.0 Bix 25 uepBHs 2021 poxy; OHOBIIEHE MapKyBaHHSI JOCIIIKYBaHOTO
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3aco0y — 32 po3kpuBHHX Kancynu Llukiocunikar nupkoHito Hatpito 0.25 r, mopomok s nepopaibHOL
cycnensii, (aza tpuBajoro miarpumyrodoro JikyBaHHs (Blue Bottle Label LTMP), Bepcis 2.0 Bix
25 yepBHs1 2021 poxy; OHOBIIEHE MapKyBaHHS IOCIIKYBaHOTO 3ac00y — 32 makeTuku-camie L{ukmocumikat
[IMPKOHIIO HATPIIO, MOPOIIOK JUI MEPOpabHOI cycneH3ii, ¢aza TPUBAJIOTO MiATPUMYIOUOTO JiKYBaHHS
(Blue Carton Label LTMP), Bepcis 2.0 Bix 25 uepBus 2021 poky; OHOBJICHE MapKyBaHHSI TOCIIPKYBaHOTO
3ac00y — 32 po3kpUBHUX Karcynu LIMKiIocuiIikaT UHPKOHI0 HAaTPit0, MOPOILIOK AJIS IEPOPaAIbHOI CyCIeH3il,
daza TpuBasmoro miarpumyrouoro ikyBaHHs (Blue Bottle Label — SZC Sprinkle capsules
(Long Term Maintenance Phase)), Bepcis 1.0 Bim 16 rpymas 2021 poky; OHOBIEHE MapKyBaHHS
JOCITIJIKYBAHOTO 3ac00y — 3 makeTuku-camie L{uKiocutikaT nupKoHito HaTPiro0, HOPOIIOK /IS TEPOPATBHOT
cycnensii, ¢a3za kopekiii (Carton Label Yellow Carton Label SZC Powder (OL Correction Phase), Bepcis
1.0 Bix 16 rpymaus 2021 poky; OHOBICHE MapKyBaHHS JTOCIIHKYBAHOTO 3ac00y — [{MKIIOCHITIKAT IUPKOHIIO
HATPir0, MOPOILIOK JJIsl IepopasibHOi cycnensii, (Sachet Label - SZC Powder (Maintenance & Correction
Phase), Bepcis 1.0 Big 16 tpymus 2021 poxy; OHOBIEHE MapKyBaHHsS JOCHTIKYBAaHOTO 3aco0y —
9 po3kpuBHUX Karcyn LMKiIocumikaT IUPKOHIIO HATPir0, MOPOIIOK IS MepopaibHOi cycmeHsii, ¢asa
niarpumyrodoro JikyBanHs (Bottle Label - SZC Powder (Maintenance Phase)), Bepcist 1.0 Bix 16 rpyans
2021 poky; OHOBIIEHE MapKyBaHHs JOCIIKYBAHOTO 3ac00y — 9 nakeTukis-came L{ukimocumikar HUPKOHiO
HATpiI0, MOPOIIOK JJIsl TMEepOpajbHOi cycnensii, (asza migrpumyrodoro yikyBanus (Carton Label - SZC
Powder (Maintenance Phase)), Bepcis 1.0 Bix 16 rpyans 2021 poky

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1804 Big 15.08.2019

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«docmimxenns (as3u 3 13 MiABUIIEHHSIM 03U B JITEH 13 TiNepKai€EMI€0 BIKOM BiJl HApOHKEHHS 10 18 pokiB
JUIS OI[IHKY BIUIMBY MiIBULIIEHHS /103 IIUKJIOCUIIIKATy HupkoHito Hatpito (L{L{H) i3 mpuitomom Tpudi Ha 100y
JUISl KOpUTYBaHHS TIMepKalieMii, a TAaKOXK JUIs OIIHKU eeKTUBHOCTI Takoi xk go3u LII{H 13 mpuitomom oguH
pa3 Ha 100y Ui MiATPUMAHHS HOPMAJIBHOTO DPIBHIO Kajil0 B OpPraHi3Mi MAaIli€HTIiB, fKi MOTpeOyloTh
TpuBajoro JikyBanHs», D9481C00001, Bepcis 5.0 Big 05 6epesnst 2021poxy

3asBHUK, KpaiHa

ToBapuCcTBO 3 06MeKEHOI0 BifnoBinanbHicTIO «JIABKOPIT KJIIHIKAJI JIEBEJIOTIMEHT YKPAIHA»
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Cnoncop, kpaiHa

Actpa3eneka Ab, [IBeris

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIKapPChKHUX 3aC00iB Ta
3aTBEPXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHS 3MiHU A0 AojaTtka Ne 2 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 31 tpaBusa 2022 poxy Ne 907»

15.06.2022 No 1027
Inentudikaris cyrreBoi [TonoBxeHHs TepMiHY MTPOBEACHHS AOCHIKEHHS B YKpaini 10 31 rpynusa 2026 poky
TIOTIPABKHU
Howmep ta nata Hakazy Ne 928 Big 15.05.2018
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3sBa kniniuHOrO «enliGHten: bararouenTpose, ¢aza 3, 1oBrorpuBaie, BIIKpUTE AOCTIIKEHHS 100 BUBUYEHHS O€3MeKH Ta
BUIIPOOYBaHHS, KO/, epextuBHOocTi npenapary ['PJI TransCon, skuif BBOAUTHCS OAMH pa3 Ha TWXKACHb AITAM 3 AedinuToM
Bepcis Ta jgaTa ropmony pocty (AI'P), mo 3aBepummim yaacts y monepeanbomy kiniHigHoMY nociimkensi ['PJI TransCony,
TransCon_hGH_CT-301EXT, Bepcis 2.0 (rnmobanpHa nonpaska 1) Big 29 ciuns 2020 poky
3asBHUK, KpaiHa Axuensciops JIta., Yropumna
CrnoHcop, kpaina Acuengic ®apma Ennoxpinonomku iBixkH A/C (Ascendis Pharma Endocrinology Division A/S), Jlanis
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa JIlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»

15.06.2022 Ne 1027
InenTudikartist cyrTeBOI Omnosnena bpoirypa gocigHuka st AOCHTIHKYBaHOTO JiiKapchkoro 3aco0y (Ycerekinymab (ustekinumab)
MTOTIPABKH FYB202), Bepcis 5.0 Big 12 arororo 2022p., aHTIIiIHCHKOI MOBOIO
Howmep Ta nata Hakazy Ne 1636 Big 20.07.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga kiiniyHOTO «PannomizoBaHe, MoABiHE ciine AOCTIHKEHHS da3u 3, 10 TPOBOAUTHCS B MapalieIbHUX IPyMax 3 METO
BUIIPOOYBaHHSI, KO/, NOPIBHSIHHS €(EKTUBHOCTI, O€3MEeKH Ta IMYHOT€HHOCTI 3alpOIIOHOBAHOIO O10MOJIOHOIO JIKapChKOTO
Bepcis Ta JaTa 3aco0y Ycrekinymad FYB202 ta npenapata Crenapa y maii€eHTiB 3 OJISIIKOBUM IICOPia30M CEpEHbOrO Ta

Ba)XKKOTO CTYyIEHs TshKKocTi», FYB202-03-01, ¢inansna Bepcist 2.0 3 iHKOPIOPOBaHOIO MOMPaBKo0 | Bix
28 nmunua 2021 p.

3asBHUK, KpaiHa TOB «BOPJIJIBAI] KJIIHIKAJI TPAUIC YKP»
CnoHncop, kpaiHa «bioex I'M6X», Himeuunna (bioeq GmbH, Germany)
CynyTtHi —

MaTepianu/mpenapaTu

CYNyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»

15.06.2022 Ne 1027
InenTudikarist cyTTeBOi OnoBnenni mpoTokon KiiHiyHOTO BHIpoOyBaHHs KRT-232-114: Ilompaska 3, 07 Gepesns 2022 poky,
HOIIPaBKU aHIJTIHCBKOI0 MOBOIO
Howmep Ta nara nakazy Ne 1012 Bix 24.05.2021
MO3 11010 3aTBEpAXKEHHS
KIIIHIYHOTO BUITPOOYBaHHS
Hasga kiiHiyHOTO «Binkpute, 6aratonieHTpoBe IOCTiKEHHS 2 (pa3u /Ui OLIHKKA O0e3MeYHOCTI Ta ePEeKTUBHOCTI mpenapaTy
BUIIPOOYBaHHSI, KO/, KRT-232 abo TL-895 y naiieHTiB 3 Mienoh16po3om, sIKi paHillle He OTPUMYBAJIM JIKYBaHHS 1HT101TOpaMu
Bepcis Ta JaTa anyc-kiHa3z», KRT-232-114, ITonpaska 2, 23 rpyzans 2021 poky
3asiBHUK, KpaiHa ToBapuCTBO 3 06MEsKEeHOI0 BinosinansHicTio «MEJIITENC YKPATHA»
CnoHncop, kpaiHa «Kaproc Tepan'totike, [Hk.» [Kartos Therapeutics, Inc], CIIIA
CynyTtHi —
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3MeYeHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

JKypHan HaBYaHHS TAIli€eHTa MPUHOMaM BBEIICHHS JOCIIDKYBAaHOTO Ipemapary, Bepcis 2 Bix 09 mroToro
2022 poky ykpaincbkoro Moot (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); JXypHan HaBuaHHS TMaIli€HTa MPUHOMaM BBEICHHS JIOCIHIKYBAHOTO
npernapary, Bepcis 2 Big 08 irororo 2022 poky pociiicskoro Moot (16T-MC-AMAX Study Weeks 16 —
152 Version 2.0 —dated 09Dec2021 Confidential mirikizumab Lilly Patient Study Drug Self-Administration
Log Russian (Ukraine) 16T-MC-AMAX_Patient Study Drug Self-Administration  Training
Log_V2_Trans_Paper_Russian-UA_08Feb2022 #EI239596A); >KypHan BBeIeHHS JJOCIIIKYBAHOTO
npenapary naiientom, Bepcis 2 Bix 09 mrororo 2022 poky ykpaincekoro moBoro (16T-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 Log
mirikizumab_V2_Trans_Paper_Ukrainian-UA_09Feb2022 #E1239597A); XypHan BBeACHHS MHalliEHTOM
JIOCITIIXKYBaHOTO Tpernapary, Bepcis 2 Big 08 motoro 2022 poky pociiicbkoro Mmoo (16T-MC-AMAX
Study Weeks 16 — 152 Version 2.0 — dated 09Dec2021 Confidential mirikizumab Lilly Patient Study Drug
Self-Administration Log Russian (Ukraine) 16T-MC-AMAX_Patient Study Drug Self-Administration Log
mirikizumab_V2_Trans_Paper_Russian-UA_08Feb2022 #EI1239596A); BxitoueHHs 10IaTKOBOTO MiCIist
MPOBEJCHHS KIIHIYHOTO BUITPOOYBAHHS:
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No [1.I.B. BiMOBIJAILHOTO JOCIITHAKA
n/u Ha3Ba micis npoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS
1. K.M.H. Bummsantox B.1O.

Komynanbne HekomepiiitHe mianpuemctBo «OOnacHa kiiHiYHa JikapHs IBaHO-DpaHKIBCHKOT
obnacHOT paau», TacTPOSHTEPOJIOriuyHe BiAUICHHs, IBaHO-DpaHKIBCHKUN HAIllOHATBHHUI
MEIWYHMIA yHIBEpCUTET, Kadeapa BHYTpIIIHbOI MeaumuHd Nel, KIiHIYHOI iMyHOJOTil Ta
aneproJiorii im. akagemika €.M. Heiika, M. IBano-®paHKiBCHK

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1849 Bin 11.08.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«bararouentpoBe, Binkpure, Ilomosxkene [ocmimkenus III ®Pasm gna Oninku J{oBrorpusainoi
EdextuBHocTi Ta besneunocti 3actocyBanHs Mipikisymaby y IlamientiB i3 XBopoGowo Kponay,
I6T-MC-AMAX, 3 iHKopriopoBaHoto nomnpaskoro (a) Big 01 mumas 2021 poky

3asiBHUK, KpaiHa

«Emnt Jlinm Bocrok CAy, lIBefinapis

Cnoncop, kpaiHa

Emi Jlimmi enn Kommani, CIIA / Eli Lilly and Company, USA

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHHUX




Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»

15.06.2022 Ne 1027
InenTudikaris cyrTeBoi [TomoBKEeHHS TPUBAIOCTI KIIHIYHOTO JoCikeHHs B YKpaini 1o 01 rpymas 2022 poky
HOIIPaBKU
Howmep Ta nata Hakazy Ne 2006 Big 02.10.2019
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHiyHOTO «PannomizoBane, BiiKpuTe T0CTiKEeHHS (Pa3u 3 13 BUBUEHHS 1H €KIIIHOTO JINOCOMAIbHOIO IpUHOTEKAHY
BUNPOOYBaHHS, KO/, (OHIBAU/I®) mopiBHAHO 3 TOMOTEKAHOM Y TMAIEHTIB 13 APIOHOKIITUHHUM pPaKOM JIeT€Hl, SKUM
Bepcis Ta JaTa IporpecyBas IiJ] yac abo miclis Teparii nepiioi JiHii Ha OCHOBI penaparis mwiatTuHny, MM-398-01-03-04,
Bepcist 8.0 By 07 :xoBTHA 2021 poky
3asBHUK, KpaiHa [Tinmpuemctso 3 100% inozemuoro inBectuiriero «KAUK’FOBIA PIIC Ykpaina»
CnoHcop, Kpaina Ipsen Bioscience Inc., CIIIA
CynyTtHi —
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi Bpomrypa nocnigauka st npenapaty CNTO1959 (rycenskymad), Bunanns 13 Bix 14 rpyans 2021 poky;
MONPABKH bpomrypa nocninnuka mis npenapaty STELARA® (ustekinumab), Bunanus 23 Big 17 mororo 2022 poky

Howmep Ta nara nakazy Ne 1962 Bin 29.10.2018
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «PannomizoBaHe, nojBiiiHe ciine, Maane60-KOHTPOJIbOBAaHE TA 3 AKTUBHUM KOHTpPOJIEM, 0araToLEeHTPOBe

BUIIPOOYBaHHSI, KO/, JOCTIPKEHHs ¢Ga3u 2/3, 1m0 NpOBOAUTHCS y NapalielbHUX Ipynax 3 METOI OLIHKH e(eKTHBHOCTI Ta

Bepcis Ta JaTa 0e3MeyHOCTI TyceabKyMaly y MamieHTiB 13 XBopoOoro KpoHa B akTuBHiH (a3l BiJ cepeTHOr0 JJ0 BaXKKOTO
ctynens TsokkocTi», CNTO1959CRD3001, 3 nonpaskoto 4 Bix 21 aunss 2021 poxy

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»

CnoHcop, Kpaina Janssen Pharmaceutica NV, Belgium / SIauccen ®apmarieriika HB, Benbrist

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBAHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»

15.06.2022 Ne 1027
InenTudikarist cyTTeBOi [adopmaris ans ygacHuka gocmimpkenns i @opma iHpopmoBaHoi 3rou Ha ydacTs y pociimkenai TP0004
MONPABKH (myOpportunlTy 3), monens ans Ykpainu, Bepcis 4.0 Binm 07 xBitHa 2022 poky, yKpaiHCBKOIO Ta
POCIICBKOI0 MOBaMU
Howmep ta nata Hakazy Ne 2777 Bin 02.12.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS
Ha3sBa kniniuHOrO «Biakpure gociIKEHHS TOJOBXKEHHS Tepallii i1 BUBUYEHHS TI0BIOTPUBAJIOT 0€3MEUHOCTI, HIEPEHOCUMOCTI
BUIIPOOYBaHHS, KO/, Ta e(peKTUBHOCTI IpenapaTy po3aHOIIKCi3yMal y Nalli€HTIiB 3 IEPCUCTYIOUOI0 a00 XPOHIYHOIO EPBUHHOIO
Bepcis Ta jgaTa imyHHoto TpomOorutonexieto (ITIT)», TP0O004, Bix 21 nmucronana 2019 poxy
3asBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»
CnoHncop, kpaiHa KOCibi biodpapma EcApEmn, benbris / UCB Biopharma SRL, Belgium
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa JIlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»

15.06.2022 Ne 1027
InenTudikaris cyrTeBoi Bpormrypa mocimigauka Aiist TOCHiKYBaHOTO Jlikapchbkoro 3acody BAY 86-5321 (adumibepcenr), Bepcist 16.0
MOIPaBKU Bix 04 motoro 2022 poky
Howmep Ta narta Haka3zy Ne 2110 Bix 16.09.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHiyHOTO «PannomizoBaHe, 3 MOABIMHUM MacKyBaHHSAM JOCHiKeHHsS 3 ¢a3u 3 aKTUBHUM KOHTPOJIEM JJISI OLIHKU
BUNPOOYBaHHS, KO/, e(eKTUBHOCTI Ta Oe3MeKW BUCOKUX 1103 adiibepcenTy B TMAIll€HTIB 13 HEOBACKYJSPHOK BIKOBOIO
Bepcis Ta JaTa Mmakynoauctpodiero», 20968, Bepcis 2.0 Big 14 motoro 2020 poky.
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»
Cnoncop, kpaiHa Bayer AG, Germany/ baiiep AT', Himeuunna
CynyTtHi —
Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»

15.06.2022 Ne 1027
InenTudikaris cyrTeBoi [adopmarniitnuii TUCT marieHTa CTOCOBHO il B ymoBax maHjemii (takoi sk COVID-19) abo iHmmx
MTOTIPABKH BOXUIMBUX TOJiN, SKi BIUIMBAIOTh HA ydYacTh y JociifkeHHi [IlHdopmamiiiHuii mucTt uis ydacHUKa
KIIIHIYHOTO BUIIPOOYBaHH: |, Bepcis aist Ykpainu Big 26 6epesns 2022 poky, yKpaiHCHKOIO Ta POCIHCHKOI0
MOBaMHU
Howmep Ta nata Hakazy Ne 1896 Bim 27.08.2019
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHiyHOTO «PannomizoBaHe, noBiiiHe ciine, m1aned0-KOHTPOIboBaHe AociikeHHs Da3u 3 11 OLIHKY IpenapaTy
BUIIPOOYBaHHS, KO/, ynajauuTUHIO y MIJUNITKIB Ta JAOPOCIMX MAaLI€HTIB 3 MOMIPHUM Ta TSHXKKUM aTOMIYHUM JE€PMATUTOM,
Bepcis Ta JaTa M16-045, Bepcis 6.0 Bix 28 ciuns 2021 poky
3asiBHUK, KpaiHa «E66Bi biopapmacsrotikan3 'M6X», [lIBeiinapis
CnoHncop, kpaiHa AbbVie Inc., USA/ E66BI [uk., CHIA
CynyTtHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

OcnoBHa iH(opMaris npo gociimkeHHs i popma iHhopMoBaHOi 3roau, Bepcis 9 Big 16 6epesns 2022p.,
aHrniicpKko0 MOBOIO; [Hopmanist A namienta i popma iHpopMoOBaHOT 3roau, Bepeist Ans Ykpainu Ne 7
Big 21 6epesns 2022 p. (Ha ocHoBi OcHOBHOI iH(opMarii mpo 1ocaipKeHHs 1 popmu iHPOPMOBaHOT 30 TH,
Bepcisa 9 Bin 16 6epe3ns 2022p.) aHTIIIHCHKOI0, YKPATHCHKOIO Ta POCIMCHKOI0 MOBAMH

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 568 Bix 27.02.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute panzomizoBaHe IOCHIUKEHHS 2 (as3u, 0 MPOBOAUTHCS 3 METOI MOPIBHSAHHA Ipenapary
amueHectpaHT (SAR439859) 1 ennokpuHHOI MOHOTeparii, BUOpaHOi JlikapeM, Yy MHAaIll€eHTIB 3 €CTPOreH-
peuenTtop-no3uTuBHUM, HER2-HeratuBHuM MiclieBONOMIKMPEHUM ab0 METaCTaTUYHUM PAKOM MOJIOYHOL
3aJ103H, SIK1 paHillle OTpUMYBaJId ropMoHabHY Tepario», ACT16105, mpotoxon 06, Bepcis 1 Bin 10 rpynus
2021p.

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YKpaiHa»

CrnoHcop, kpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemepin e aeBenonMan, Opaniis)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bbpomypa nocmigamka AZD2281, LYNPARZA®, olaparib, KU-0059436, Bumannas 21 Bim 31 ciuns
2022 poky; Ykpaina, MK-7339-012, Bepcis 2.03 Big 26 kBiTHa 2022 p., yKpaiHCbKOIO MOBOIO, iH(bOopMaIlis
Ta IOKyMEHT PO iH(POPMOBaHY 3roJy JJIs Mali€HTa

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1468 Big 26.06.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Jocnimxenns Il ¢asu nem6ponizymady (MK-3475) y xomOiHawii 3 CymyTHBOI XiIMI1OIIPOMEHEBOIO
Tepami€ro 3 MOJalbIIMM BBEACHHAM meMOpoisizymaly 3 onamapuboM abo 06e3 HbOro MOPIBHSHO 3
CYIIyTHBOIO XIMIOIIPOMEHEBOIO TEpali€lo 3 MOAAIBUIMM BBEIACHHSIM JypBadymMaly B YYacHHUKIB 3
HeonepabeTbHUM JIOKAJIBHO PO3MOBCIO/PKEHUM HeApiOHOKIITHHHUM pakoM JjereHiB Il cranii (HAPJI)»,
MK-7339-012, 3 inkopnopoBanoo mompaskoro 06 Big 23 rpyaas 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk Hlapn Enn loym Koprn.», nouipue mignpuemctBo «Mepk Enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

MK-8835-059, Vkpaina, Bepcis 1.02 Bixg 28 kBiTHa 2022 poKy, YKpaiHCBKOIO MOBOIO, iH(oOpMaris Ta
JOKYMEHT Ipo iHPOPMOBaHY 3rojly Ajsi OaTbKiB IUTUHHU, siKa Oepe ydacTs y nociimkenni; MK-8835-059,
VYxpaina, Bepcis 1.02 Big 28 kBiTHS 2022 poKy, YKpaiHCBKOIO MOBOIO, [H(opmamis Ta JOKYyMEHT MpO
iH(popMOBaHy 3roy s MaIi€HTIB, IKUM BUIIOBHIIIOCS 18 POKIB I Yac y4acTi y JOCTIKeHH]

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2372 Big 04.12.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararonieHTpoBe, MOABINHE CIile, paHAOMi30BaHe, IIane00-KOHTPOIbOBaHe KiiHiuHe nociimkenHs II1
da3u s oninku Oe3neku ta epexkruBHocTi Epryrmidnosiny (MK-8835/PF-04971729) y niteit, BikoM Bif
10 no 17 pokiB BKJIIOYHO, XBOPUX Ha IyKpoBWiH niaber 2 Ttumy», MK-8835-059, 3 inkopnopoBaHOiO
nonpaskoto 01 Bix 11 yepBHs 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 oOMexxeHoto BianosiaanpHicTIO «MCJ Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.y», nouipae nignpuemcto «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOTrO 3a0€e3MeYeHHSI

IBan 3AZIBOPHUX




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

[adopmaris s manienTa i popma iHpopmoBaHoi 3roau, Bepcist Ne 3 Bin 15 mumas 2021 p. anis Ykpaiau
(na ocnosi bazoBoi iHdopmatii nmpo gocaimkeHHs 1 dopMu iHGOPMOBAHOI 3r0AU HA y4dacTh y 4yacTHHI b
nocmikenns, sepcis 2 Bix 08 mumas 2021 p.) ykpaiHCbKOI0 MOBOIO; [Hbopmarist 1uis namieHTa 1 popma
iHdopmoBanoi 3roau, Bepeist Ne 3 Big 15 nunns 2021 p. ana Ykpainu (Ha ocHoBl ba3oBoi iHdopmariii mpo
nociipkeHHs 1 popmu iHGOpMOBaHOT 3roIM Ha ydacTh y yacTuHi b qociimkenns, Bepcis Ne 2 Big 08 ymrHs
2021 p.) pociiicbkor0 MOBOIO; [HCTpPYKIIi 3 TpAaHCTIOPTYBAHHS JOCIIHPKYBAHOTO MpernapaTy B X0JI0JOBOMY
JAHITIOTY YIS TIEPCOHAITY JOCTITHUIIBKOTO IIeHTpy, Bepeis 1.0 Bix 11 TpaBus 2020, ykpaiHCEKOIO MOBOIO;
[HCTpyKILil JUIsl IepCOHANy JOCHIKYBAHOTO LIEHTPa 3 TPAHCHOPTYBAHHs JOCIHIPKYBAaHOIO Ipernapary B
xoJio1oBoMYy JiaH1tory, Bepcis 1.0 Big 11 tpaBus 2020, pociiicbkoro MOBO; JIUCT Jikapro BiJ JiKaps, pen.
2.0 Big 20 ciuns 2022p., ykpaiHchbKOr MoBolo; Jlucrt mikaps nikapro, ped. 2.0 Bix 20 ciuns 2022p.,
POCIHCHKOI0 MOBOIO

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 187 Bin 05.02.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

PannomizoBane, moaBiitHe ciirne, miane00-KOHTPOILOBAHE JTOCHIIKEHHS, 110 CKIATAETHCS 3 IBOX YaCTHH,
JUIS OIIHKM €(EeKTHBHOCTI Ta OE3MEeYHOCTI AyNiiyMady y MaIli€HTIB 3 HEKOHTPOJIbOBAaHUM XPOHIYHUM
puHocuHycutoM 6e3 noino3y Hoca (XPCOIIH), EFC16723, 3 nonpaskoto 01, Bepcist 1 Bix 08 nunus 202 1p.

3asBHUK, KpaiHa

TOB «Canogi-ABenTtic Ykpaina»




2 MPOJIOBXKEHHS oAaTka 18

Croncop, kpaina sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemiepiu e aeBenonMan, OpaHitis)

CynyTHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHUX




Jonarok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
3aTBEPXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHS 3MiHU A0 AojaTtka Ne 2 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 tpaBusa 2022 poxy Ne 907»

15.06.2022 Ne 1027
Inentudikaris cyrreBoi [adopmaris npo gocmimkeHHs Ta ¢opma iHbopMoBaHOi 3roau, Monens ans Ykpainu, Bepcisa 6.0 Bix
MOTPaBKU 26 xBiTHA 2022 poky (YKpalHCHKOIO Ta POCIHCHKOI0 MOBaMH)
Howmep ta nata Hakazy Ne 1636 Bing 20.07.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3sBa kniniuHOrO «SERENA-2: Pannomi3oBaHe, BIAKpUTE, y MapajeIbHUX Ipylax, 0araToleHTpoBe AOCTIKEHHS (azu 2
BUIIPOOYBaHHS, KO/, NOpPIBHSAHHS €(EKTUBHOCTI Ta 0€3MeUHOCTI epopaiibHoro npenapaty AZD9833 1 dynBecTpaHTa y *KIHOK 3
BepcCis Ta Jata nomupenuM ER-no3utusauM HER2-HeratuBHuM pakom Mosiounoi 3ai1o3uy», D8530C00002, Bepcis 5.0 Bix
15 BepecHs 2021 poky
3asBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»
CrnoHcop, kpaina Actpa3eneka Ab, lIBewist / AstraZeneca AB, Sweden
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa JIlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

[TooBKEHHS TPUBAJIOCTI KIITHIYHOTO BUIIPOOYBaHHS B CBITI Ta B YKpaini 10 31 tpaBus 2023 poky; 3mina
HA3B MiCIIb TPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS !

byno Craino
nupekrop Yyxanosa [.B. nupekrop Uyxanosa [.B.
Komynanbshe nianpuemctBo | KomyHanbHe mianpueMcTBo «/[HimpomneTpoBchKuit

«/IHIIPOTIETPOBCHKUN ~ OOJMACHUW  IEHTp 3 | OOJACHUI MEIMYHUI LEHTP COI[IaJIbHO 3HAYYIIUX
npodinaktukn Ta OopoteOm 31 CHI{om» | xBopoO» JIHIIPONETpOBCHKOI 00JIacHOI paguy,

JIHITPOTNETPOBCHKOT oOmnacHoi panu, | aMOyIaTOpPHO-TIOJIKIIIHIYHE BIJUIIJICHHS,
aMOyaTOPHO-TIOMIKITIHIYHE BiAeHH, | M. [Hinpo

M. /THinpo

nupekTop MartkoBebkuil LLA. nupekTop MartkoBebkuii LLA.

KomynaneHe  HekomepuiiiHe — mianpuemcTBo | KomyHanbHe HEKOMepIliiiHe HiAPHUEMCTBO

«Binaunpkuii  obnmacHuit  kimiHiyHUK  LlenTp | Binaunpkoi obnacHoi Pamm «Kminiunuii Llentp
npodinaktukn Ta  Ooporsbu 31 CHI/lom | iHdekuiiHuX XBOpoO», aMOyIaTOpHO-MOJIKIIIHIYHE
Binnunpekoi ob6macuoi Pamuw», amOynatopHo- | BimmiieHHs, c¢. bepesuna, BinHunbkuéi p-H.,
MOJIKIIHIYHE  BIJIIJICHHS, c.  bepesuna, | Binauipka o6

Binnunekuii p-H., BiHa#UIBKA 0011
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Howmep ta narta Hakazy Ne 1574 Bin 10.07.2020
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «PangomizoBane, kiniHiuHe nocmimkeHHs I ¢asu y BIJI-1-iHdikoBaHMX HaIli€HTIB, SKMM MPOBOIMIIACS
BUNIPOOYBaHHSA, KO/, IHTEeHCHUBHA Tepamis, A1 OLIHKM aHTUPETPOBIPYCHOI AKTHBHOCTI CJINOrO JIIKYBaHHS iCIaTpaBipoOM,
BepcCis Ta gaTa JopaBipuHOM a00 JOpaBipMHOM/ICIATPaBIPOM MPHU TMOPIBHSAHHI KOXKHOI IpyINu JIIKyBaHHS 3 Iuianebo, a

TaKOX JIJISl OLIHKM aHTUPETPOBIPYCHOI aKTHBHOCTI, OE3MEKU Ta MEPEHOCUMOCTI BiIKPUTOTO JIIKYBaHHS
nopasipuHOoM/iciarpaBipom», MK-8591A-019, 3 inkopriopoBaHor monpaBkoro 06 Bim 08 uyepBHS

2021 poky

3asBHUK, KpaiHa ToBapuctBo 3 o6mMexeHoro BianosiganpHicTI0O «MCJ[ Ykpaina»

CnoHncop, kpaiHa «Mepk lapn Enn JJoym Koprm.», nouipue nianpuemctBo «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Jlocke nmociiKyBaHOTO Jlikapchkkoro 3acody MK-7684 (Biboctonmimab), Bepcis 0804BN, Bix 05 kBiTHA
2022 p.; IlogoskeHHs TepMiHY NPUAATHOCTI 3 24 10 36 MicALIB U JOCTIAKYBAHOTO JIIKApChKOT0 3ac00y
MK-7684 (BibocTonimal); 3amydeHHs noaatkoBoi Bupoormyoi aimsaku Almac Clinical Services (Ireland)
Limited, Ipmannis; Ykpaina, MK-7684A-004, Bepcia 1.01 Big 05 tpaBus 2022 p., yKpaiHCbKOIO MOBOIO,
iH(pOpMaIist Ta TOKyMEHT PO iHPOPMOBaHY 3rOJy /IS Mali€HTa

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1722 Bix 11.08.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Binkpute gocmimkenHs gasu 2 s omiHku O0e3nekn Ta edpekruBHOCcTI MK-7684A (xombinaris MK-7684
[BiObocTOomiMab] 3 MK-3475 [memOponizymal]) y y4acHUKIB 3 PEUHMIMBYIOUMMH a00 pedpakTepHUMH
reMaToJIOTIYHUMHA 3JI0SKICHUMH HOBOYTBOpeHHsIMU», MK-7684A-004, 3 iHKOPIIOPOBAHOI MOMPABKOIO
02 Big 20 BepecHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BianoBiaaabHicTI0O «MC/] Ykpaina»

Cnoncop, kpaiHa

«Mepk apn enn Joym Kopn.», nouipre nignpuemctBo «Mepk enn Ko., Ink.», CILHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bpomrypa mocimigHuKa JOCHTIIKYBaHOTO Jikapckkoro 3aco0y AVTX-007 (MEDI2338), Bepcis 7.0 Bix
17 motoro 2022 poKy aHIIIMCHKOI MOBOIO; 3MiHa JIaOOPATOPHOTO KOIY AOCHIKYBAHOTO JKaPCHKOTO
3aco0y 3 AEVI-007 (MEDI2338) na AVTX-007 (MEDI2338); IlogoBxeHHS TepMiHYy NpOBEICHHS
KIIIHIYHOTO BUNpPOOYyBaHHsA B YKpaiHi 1o 15 BepecHs 2023 poky; 3MiHa Ha3BU CIOHCOpa KIIHIYHOTO
surnipoOyBannst AEVI-007-A0OSD-101 3 Cerecor, Inc. (Llepekop, Iak.), CIIIA na Avalo Therapeutics, Inc.

(ABano TepansioTike, [uk.), CIIIA:

bYJIO

CTAJIO

HaiimenyBanns ropuanunoi ocoou/I1. I. b.
¢i3uanoi ocobu: Cerecor, Inc. (Llepekop, [Hk.),
CIOA

I1. I. b. kouTakTHOT 0cobu: H. Jeffrey Wilkins
Micue3Haxo/PKeHHS IOpUAMYHOI ocodu/Miciie
MpOXKUBaHHS (13MUHOI 0cO0u:

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

KonraktHuit renedon: + 1 610 4575095

dakc: -

Anpeca eJIeKTPOHHOT MOIITH:

jwilkins@cerecor.com

HaiimenyBanns ropuangnoi ocoou/I1. L. b.
¢iznunoi ocobu: Avalo Therapeutics, Inc. (Asaio
Tepanstotikc, [HKk.), CIIIA

I1. 1. b. kouTakTHOI 0cobu: Colleen Matkowski
Micrie3HaxolKeHHs FOPUIUIHOT 0coou/Miciie
npokuBanHs QizuuHoi ocoou: 1500 Liberty Ridge
Drive, Suite 321, Wayne, PA, 19087, CIIIA
Konraktauit renedon: +1 610 9754202

daxc: -

AJlpeca eJIeKTPOHHOI IOIITH:
cmatkowski@avalotx.com
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Howmep Ta nara Haka3sy
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«baratonieHTpoBe BIigKpUTe JAOCTHiKEHHS (a3su 1b 1mas  OmiHKKM  Oe3MEeYHOCTI, MEePEeHOCHUMOCTI,
edexTUBHOCTI, (hapmMakokiHeTHKHU Ta papmakonuHamiku npernapary AEVI-007 y mamieHTiB i3 XBOpoOoI0
Crimna, mo po3BuHynacs y gopociomy Biti», AEVI-007-A0OSD-101, Bepcis 4.0 Big 30 munas 2021 poxy

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVHIMENTC YKPATHA» (TOB «®PA YKPAIHAY)

Cnoncop, kpaiHa

Cerecor, Inc. (Llepekop, Iuk.), CHIA

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro rupexkropa JIlupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Ckpinmoru noxatky gocuimkenss EFC16034 na mo6inbauit npuctpiii (IRB Screens), Bepcist Big 27 nunas
2021 poky, ykpaincekoro MoBoto; Ckpinmioru nonatky gociimkenus EFC16034 na Mob6inpHuUi npucTpiit
(IRB Screens), Bepcist Bix 24 motoro 2022 poky, pociiicbkoro MOBOIO; 3HIMKH ekpany 3 manmeTa (eCOA)
EFC16033/16034/16035/16645: 9HPT eCOA Tablet Screenshots_ 9-HPT Scores, Bepcis 1.00 Bix 29 kBiTHS
2022, amrmiiicekoro MoBoro; 3HIMKH ekpany 3 miaHmera (eCOA) EFC16033/16034/16035/16645:
CVLTII eCOA Tablet Screenshots_ CVLT-II Scores, Bepcis 1.00 Bix 29 kBitHs 2022, aHITiCEKOI0 MOBOIO;
3nimMku expany 3 mianmera (eCOA) EFC16033/16034/16035/16645: SDMT eCOA Tablet Screenshots
SDMT Scores, Bepcist 1.00 Bix 29 kBitHs 2022, aHTTiHCHEKOI0 MOBOIO; 3HIMKH ekpaHy 3 maHimera (eCOA)
EFC16033/16034/16035/16645: T25FW eCOA Tablet Screenshots T25FW Scores, Bepcia 1.00 Bix
29 kBiTHs 2022, aHTIIHCEKOI0 MOBOO

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, mojBiiiHe ciine JgochikeHHsS 3 (a3u A BUBYEHHS €(EeKTHBHOCTI Ta OE€3MEeYHOCTI
npenapaty SAR442168 y nopiBHsHHI 3 TepudayHomigoM (O6amxio®) B yUaCHUKIB 3 PELUANBYIOUUMU
dbopmamu poscisaoro ckiepo3y (GEMINI 2)», EFC16034, 3 nonpaskoro 05, Bepcis 1 Big 18 nucromana
2021p.

3asBHUK, KpaiHa

TOB «Cano¢i-ABeHric Ykpaina»

CnoHcop, kpaina

Genzyme Corporation, USA (Ixen3aiim Kopropeiimns, CIIA)
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jlonatok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

OnoBnennii npotokon kimiHiyHOTO BUmpoOyBanHs XPF-008-201, Bepcist 5.0 Bix 02 xBitHS 2022 poky,
aHrniicekoro MoBoto; Jlogatok no 3aranbHoi Opourypu gociignuka XEN1101, Bepcis 1.0 Big 16 rpynas
2021 poky, aHriiicbKo0 MOBOIO; [HpopManis s nanienta Ta opma inhopmoBanoi 3roau, 11 YKpaidu,
Bepcis 3.0 Big 28 xBitHa 2022 poky, Ha ocHoBi Maiictep IIIDI3, Bepcis Bim 05 kBiTHa 2022 poky,
AHTITCHKOI0 Ta yKpaiHChbKO0 MoBamu; Jlomatok mo Indopmanii ans mamienra Ta @opmu iHpopMOBaHOT
sronu, anst Ykpainu, Bepcis 3.0 Big 28 kBiTHs 2022 poky, Ha ocHOBI Maiictep II1DI3, Bepcis Big 05 kBITHS
2022 poKy, aHTJIIHCHKOIO Ta YKPATHCHKOI MOBaMH

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1924 Bin 21.08.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«PangomizoBaHe, MoBiifHE-CIIiNe, MIare00-KOHTPOJIbOBAHE, 0AaraToleHTPOBE JTOCITIKEHHS ISl OLIIHKU
Oe3mneku, nepeHocuMocTi Ta edekTuBHOCTI mpernapatry XEN1101 B skocTi JomomikHOi Teparii mpu
emninerncii 3 GoKaTbHAM JIeOIOTOM, 3 BIIKPHUTOIO MOJO0BXKEHOIO (a3oro», XPF-008-201, Bepcis 4.2, Bix
22 ciyns 2021 p.

3asBHUK, KpaiHa

TOB «(APEHCIA EKCIUVIOPATOPI MEJICIH», Ykpaina

Crnoncop, kpaiHa

Kcenon ®apmac'torikan3 Iuk., Kanana/ Xenon Pharmaceuticals Inc., Canada

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JlongaTok 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bbpomrypa nocminnuka Rintodestrant (G1T48), Bepcist 7 Big 06 xBiTHs 2022 poKy, aHTITIHCEKOI0 MOBOIO;
3MiHa BiANOBIJAIILHOTO IOCIIIHUKA Ta MICIIsl MPOBEICHHS KIIHIYHOTO BUIIPOOYBAHHSL:

byno Crano
K.M.H. Pucnaesa JI.E. I.M.H., ipo¢. Yemyk B.€.
ToBapucTBO 3 0OMEXKEHOI BIIMOBIAAIBHICTIO | MEIUYHUN IICHTP TOBapHCTBA 3 OOMEXKEHOIO
«Mennuauii HEHTP iMeH1 aKazeMika | BIIIOBIIAJIbHICTIO «ApeHcis Excmutoparopi

Opis  TlpokomoBmua  CmikeHka»,  Biman | Memiciny, BiIUT KIIHIYHUX JOCITIKEHb, M. KuiB
KIiHIYHUX gociimkens Ne 1, KuiBchka 001acTh,
KueBo-CasitommHcbkuii paiion, c. KanitaniBka

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1849 Bin 11.08.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Biakpure, 6ararorieHTpoBe AoCHiKeHHS | (ha3u A oiHKK 0e3MeKH, NEPEHOCUMOCTI, (hapMaKOKIHETUKU
Ta MONEepPeAHbOT MPOTUIYXJIMHHOI aKTUBHOCTI npenapaty G1T48 npu #oro 3acTocyBaHHI y 3pOCTarOuuX
J03ax y BUIUIAAI MOHOTepamnii Ta y komOiHamii 3 [lanbonukiniboM y KIHOK 3 €CTpOreH-penenTop-
no3utuBHUM, HER2-HeraTuBHUM pO3MOBCIOKEHUM pakoM MoJIouHoi 3as103u», G1T48-01, Bepcis 9.0 Bix
26 xxoBTHs 2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina




2

MPOJIOBXKEHHS ToAaTKa 25

Cnoncop, kpaiHa

G1 Therapeutics, Inc., ITiBaiuna Kapomina, CIIIA

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0€e3ne4eHHS

Isan 3AZIBOPHUX



JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC00iB Ta
3aTBEPXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHS 3MiHU A0 AojaTtka Ne 2 1o Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 tpaBusa 2022 poxy Ne 907»

15.06.2022 Ne 1027
Inentudikaris cyrreBoi [TponoBskeHHs TEpMiHY TPUBAJIOCTI KIiHIYHOTO BUMIpoOyBaHHs B YkpaiHi 0 30 uepBHs 2023 poky
TIOTIPABKHU
Howmep ta nata Hakazy Ne 1804 Big 15.08.2019
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS
Ha3sBa kniniuHOrO «PanniomizoBaHe, o/IBiiHE clilie, 0araTolleHTPOBE AOCHIKEHHS ekBiBaeHTHOCTI ¢a3u Il y napanensaux
BUIIPOOYBaHHS, KO/, rpynax JAias TMOpiBHSAHHS e(QeKTHBHOCTI, Oe3neku, (apMakoKiHETMKM Ta iMmyHoreHHocti HD204 Ta
Bepcis Ta jgaTa ABacTuHy® y TAIl€HTIB 3 METACTaTUYHUM a00 PEIHIMBHUM HETUIOCKOKIITHHHUM HEIPIOHOKIITHHHUM
paxoM sierenb», SAMSON-II, Bepcis 4.0 Bix 26 motoro 2021
3asBHUK, KpaiHa TOB «Kpomochapma Ykpaina»
Crioncop, kpaina Prestige BioPharma Limited, Ciaramyp
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. resepanbHoro aupexkropa JIlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bbpomrypa nocmigauka IMU -131, (HER-Vaxx) HER-2/neu Peptide Vaccine, Bunauns 5, Bin 22 nrororo
2022 poky, aHIIIHCbKOI MOBOW0; JIMCT pO3’SICHEHHS [0 MPOTOKONY KIIHIYHOTO JOCIIIKEHHS
IMU.ACS.001, ¢inanbHa Bepcis 3 MI00abHOO monpaBkoro #4 Bix 12 cepras 2021 p., Bix 28 mororo 2022,
aHTICHKOIO MOBOIO; 3MiHAa BIAMOBIMAJBHOTO JOCHITHUKA Ta MICHS MPOBEACHHS KIIHIYHOTO
BUIIPOOYBaHHS

byno Crano
K.M.H. PucnaeBa /I.E. n.M.H. Yemyk B.€.
Meauunuii LEHTpP TOBapUCTBAa 3 OOMEXEHOI | MenquuHMii IIEHTp TOBapuCTBa 3 OOMEXKEHOIO
BignoBiganbHicTIO «KoMmnaHig «AIOHICY», BIAAIN | BIANOBIAAIbHICTIO «ApeHcis Excmnoparopi
KaiHIYHUX gociimkedb Nel, KwuiBchbka 00macth, | Memiciny, BiAII KIIHIYHUX JOCHiIKeHb, M. KuiB
KueBo-CasitommHcbkuii paiion, c. KanitaniBka

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1265 Big 05.06.2019

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«XEPI30H [HERIZON]: Biakpure nocnimxenss 1b/2 ¢a3u 3 panmomMizoBaHUM METOIOM BiO0opy y dasi
2 IMU-131 HER2/neu nenTuaHOi BaKIMHY Y TIOE€AHAHHI 31 CTAHAAPTHAM KypCOM XiMioTepartii y TaimieHTiB
13 HER2/neu rinepexcnpecieo mpu MeTacTaTU4YHIN ab0 PO3MOBCIOKEHINH a/IeHOKapLUMHOMI HITYHKY 200
ractpoe3odareansuoro Bimainy», IMU.ACS.001, dinansHa Bepcis 3 TI00aTbHOIO TOMPABKOW #4 Bif
12 cepnns 2021 p.

3asiBHUK, KpaiHa

TOB «Apencis Excruioparopi Meziciny, Ykpaina




2

MPOJIOBXKEHHS toAaTka 27

Cnoncop, kpaiHa

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

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHUX



JlonaTok 28

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»

15.06.2022 Ne 1027
InenTudikarist cyTTeBOi 3MiHa BiAMOBIAAILHOTO JOCIITHUKA B MICI[i POBEJICHHS BUITPOOYBAHHS !
HOTIPaBKU byino Craio
I.M.H., reH. nupektop Ckopuit [1.1. 3aB. Bigiienns Lipin €.0.
KomyHnanpHe  HekomepuiiiHe — mianpueMcTBo | KomyHanbHe HEKOMeplliiiHe H1ANPUEMCTBO
«O0macHUl LEHTP OHKOJIOTI(», OHKOXipypriune | «OONacHUI LEHTP OHKOJIOTI», OHKOXipypridHe
BI[VIVICHHS.  IIJIyHKOBO-KHUIIKOBOI'O  TPAaKTY, | BUIUIEHHS ITYHKOBO-KHUIIKOBOT'O TPAaKTY,
M. XapkiB M. XapkiB
Howmep Ta nara nakazy Ne 422 Bin 10.03.2021
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS
Ha3ga kiiHiyHOTO «PRESERVE 1: ®aza 3, panaomizoBane, MOABIHE ciine MOCTIIKEHHS TPUIANUKIIOY y MOPIBHSIHHI 3
BUIIPOOYBaHHS, KO/, mianedo y MalieHTiB, SKI OTPUMYIOTH Tepamito 13 3acrocyBaHHAM FOLFOXIRI/6eBanmzymaly st
Bepcis Ta JaTa JIKYBaHHS METaCTaTUYHOI'O KoJIopeKTanbHOro paky», G1T28-207, Bepcis 3.0 Bix 07 nmunus 2021 poky
3asiBHUK, KpaiHa Iignpuemctso 3 100% iHo3emuom0 iHBecTHIiE0 «AMK’IOBIA PJIC Ykpaina»
CnioHcop, KpaiHa G1 Therapeutics, Inc., United States
CynytHi —
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JlonaTok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bpomrypa nocniganka GSK3196165 (Orinimab), Bepcis 12 Big 03 6epe3ns 2022 poky, aHTITIHCHKOI0 MOBOKO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 2707 Bim 28.12.2019,
Ne 3059 Bin 29.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«52-TnxKHEeBe, OaraToleHTPOBE, paHIAOMi30BaHE, MOJIBiiiHE ciime MOcCHifkeHHs (a3u 3 A OLiHKHU
edexTuBHOCTI Ta 6e3neunocti npenapary GSK3196165 y kombiHallii 3 METOTPEKCATOM y MOPIBHSHHI 3
riane6o 1 TohauTUHIOOM Y MaIllEHTIB 3 aKTUBHUM PEBMATOITHUM apTPUTOM CEPEAHBOIO Ta TSXKKOTO
CTYIIEHS, SIK1 MaJld HEIOCTaTHIO BIANOBIJb Ha JIKyBaHHS MeToTpekcarom», 201790, 3 monpaskoro 02 Bix
21 ciuns 2020 poky;

«bararonieHTpoBe JOBIrOCTPOKOBE DPO3LIMPEHE JOCHIIKEHHS 3 OLIHKM O€3MeYHOCTI Ta e(EeKTHUBHOCTI
npenapaty GSK3196165 npu sikyBaHHI peBMAaTOIAHOTO apTpuTy», 209564, Big 14 xoBTHs 2019 poky

3asiBHUK, KpaiHa

Iignpuemctso 3 100% iHo3emuom0 iHBecTHIiE0 «AMK’ IOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 30

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bbpomrypa pocniganka Exzamyramin (MDV3100), Bumannas 13 Big 09 xBitHs 2022 poky, aHTITIHCHKOIO
moBow; Jlomatok 1 «/loBigkoBa indopmariis npo 6e3nexy (RSI)» no bpomrypu nocninnuka Exzanyramin
(MDV3100), Bumanns 13 Big 09 kBitHa 2022 poky, aHrmiiicekoro MoBow; Jlomatok 2 «Pesrome
IHIUBIAYaTbHOTO JOCTiIKEeHHs» 10 bpomypu nocminnuka Enzamyramin (MDV3100), Buganus 13 Bifg
09 xBiTHs 2022 pOKy, aHTIIHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«ocmimxennss «PROSPER»: MixHapoaHe, paHI0Mi30BaHe, MOJBIMHE Clline, Miane00-KOHTPOIbOBAHE
nocmimkeHHs ¢asu 3 And  OWiHKM e(eKTHBHOCTI Ta O€3MEYHOCTI eH3alyTaMmilly y TMalli€HTiB 3
HEMETACTATHYHUM KacTpaT-pe3MCTEHTHUM PaKoOM IMepeaMixypoBoi 3ano3un», MDV3100-14 (C3431005),
Bepceis S BiJ 26 ciuast 2018 poky 3 IHKOPIIOPOBaHOIO MOMPABKOIO 4

3asiBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK'IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Meniseiims, Iak.» (Medivation, Inc.), TouipHa KommaHisd, 10 nepedyBae y MOBHIM BIACHOCTI KOMMaHIi
«[daiizep Iuk.» (Pfizer Inc.), CIIIA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 31

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Bpomrypa mocmimHuka mociimkyBaHoro Jikapcekoro 3aco0y R0O5333787/ ENSPRYNG (Satralizumab),
Bepcis 13 Bix kBiTHs 2022 p., aHITIHCHKOIO MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 254 Bin 08.02.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«BATATOLHEHTPOBE BIJIKPUTE HEKOHTPOJIbBOBAHE JOOCIIJUKEHHA ©A3U 11 [JIA
OLIHKN ®APMAKOKIHETUKHW, E®EKTMBHOCTI, BE3IIEYHOCTI, ITEPEHOCHUMOCTI TA
OAPMAKOIMHAMIKN  CATPAJII3YMABY VvV ITAHIEHTIB AUTAYOI'O BIKY I3
3AXBOPIOBAHHSAM CIIEKTPY OIITUKOHEBPOMICIITY 3 AHTUTUIAMU 1O AQP4»,
WN41733, Bepcis 2 Bix 09 nucronana 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnmosiganeHicTio «KoHTpakTHO-Jlochinnunbka Opranizauis I[HHObapwm-
Ykpaina»

Cnoncop, kpaiHa

«®D. Xopdmann-JIs Pomr JIta» (F. Hoffmann-La Roche Ltd), [lIBelinapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasbHoro n1upexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JlonaTok 32

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 Ne 1027

InenTudikarist cyTTeBOi
HONPaBKU

OnoBnennid TpoToKoN KiiHiuHOrO BunpoOyBanHs CX842A2201, Bepcis 3.0 3 mompaBkor 2.0 Bix
25 arotoro 2022 poxky; Indopmaris aisa nauienta i @opma iHbOpMOBaHOT 3rou AJsl yUaCTl B KIIIHIYHOMY
HAYKOBOMY JOCIiKeHHI, Moaens ans Ykpainu, Bepcist 3.0 Big 28 kBitHA 2022 poKy, YKpaiHCHKOIO Ta
POCiiiCbKOI0 MOBaMHU

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

PangomizoBane, 3 MOABIHHOIO IMITAIlI€I0 Ta 3 AKTUBHUM KOHTPOJEM JJs Mig00py J03H, MOABINHE Cllie
JTOCJIIJDKEHHS Y TIAIIEHTIB 3 €pO3UBHUM €30(ariToM, CIPUIMHEHUM TacTpoe30darealibHOK pedIFOKCHOIO
xBopobor (I'EPX), crynmens C abo D 3a Jloc-AHkenecbkorw Kiacu(ikalliero, a TaKoX y Malli€HTIB 3
NpUHAWMHI YaCTKOBUMHU CUMITOMaMHU €po3UBHOro e3odarity, cnpuunHeHoro I'EPX, ane 6e3 3aroenss 3a
pe3yabTaTOM €HIOCKOMIYHOTO JOCTIKEHHS MICHIs OTPUMAaHHS HUMH 8-TH)KHEBOTO KypCy 3arorBajbHOT
cTaHaapTHOi Tepamii 1Hrioitopom mnporoHHoi nommu (IIIII), 3agns BuB4YeHHs Oe3neyHOCTI Ta
NEPEeHOCUMOCTI JIIKYBaHHS, HIBUIKOCT1 3arOI0BaHHS €po3iii micis 3acTocyBaHHS X842 abo naHconpa3ony
IPOTATOM 4 THXKHIB, @ TAKOX XapaKTepy 3MiH CUMITOMIB IPOTSATOM HAacCTYMHOTO 4-THXKHEBOTO NEpioay
JiKyBaHHs JaHcompaszoioMm, CX842A2201, Bepcis 2.0 3 monpaskoro 1.0 Big 19 aunns 2021 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

CrnoHcop, kpaiHa

«Cinxnyc @apma ATy, HIseitnapis/ Cinclus Pharma AG, HIBeituapis

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jonatok 33

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHSI 3MiHHU JI0 fojaTka Ne 2 10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 31 TpaBHsa 2022 poky Ne 907»
15.06.2022 No 1027

InenTudikarist cyTTeBOi
HONPaBKU

Omnosnenuii [Iporokon kmiHIYHOTO Hochimkenas AMUC-2023, penakuis 4.0, monpaska 3 Bix 03 6epe3us
2022 p.; CUHOIICMC OHOBJIIEHOTO NPOTOKONY KiiHiyHOro nochimkenHs AMUC-2023, penakumis 4.0,
nompaska 3 Big 03 Gepesns 2022 p., oOCTaTOYHHIA TEPEKIA] 3 aHTITIMCHKOI MOBH Ha YKPaiHCHKY MOBY BiJ
14 xBiTHs 2022 p.; [Hdopmaris s namienta ta gopma iHGOPMOBAHOI 3TOM, OCTATOYHA peaaxiis 2.0 mis
VYxpaiau Big 04 tpaBHs 2022 p., OCTAaTOYHHMN TEPEKIa] 3 aHTIIIHCHKOI MOBH Ha YKpPAiHChKY MOBY Bij
13 TpaBus 2022 p., OCTATOYHMIA MEpEKIaj 3 aHTIHCHKOT MOBU Ha pociiickky MoBY Bix 13 tpaBus 2022 p.;
[HCTpYKIIiS 13 3aCTOCYBaHHS JOCIIIKYBAaHOTO Tperapary, ocTaToyHa penakiis No2 aHTIiHCHKOI0 MOBOIO
BiJ 13 kBiTHA 2022 p., OCTAaTOYHMNA MEpeKIaa YKpaiHCbKOI MOBOIO Bif 22 kBiTHS 2022 p., OCTaTOUHUMA
nepekiaj pociiicbkoro MoBoro BiJ 20 kBiTHA 2022 p.; Jlocke 10CiiKyBaHOT O Jikapcbkoro 3acody (IMPD)
MT-1303 Capsules 0.2 mg and 0.4 mg, penakuis 3.0 Bix ciuns 2022 p.; JIuct-po3’ssCHEHHs KOMIIaHii-
cnoncopa Big 02.05.2022 p. cTOCOBHO 3ampoOBaPKEHHSI TEPMIHOBUX 3aXOJIB 3 Oe3neku B YKpaiHi A0
pOTOKOITY KiIiHIYHOTO JNociimkenHs AMUC-2023, penakuis 4.0, monpaska 3 Bix 03 Gepesns 2022 p.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1722 Bix 11.08.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannomizoBaHe MOABIMHO ciiine Manedo-KOHTpoIboBaHe nochipkeHHs Il ¢asu, mo mpoBOAMTHCS B
napajesbHUX Ipynax Mali€HTIB 13 JerKUM 1 CepeTHBOTSKKUM MepediroM BUPa3KOBOI'O KOJITY 3 METOIO
oliHku edekTUBHOCTI Ta Oe3nevynocti amicenimony (MT-1303)», AMUC-2023, penakuis 3.0, nonpaBka
2 Bix 03 rpynus 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AM-YKPATHA»
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Cnoncop, kpaiHa «Camikc ®apmac’rotikan3 lakopropeiiten» [Salix Pharmaceuticals, Inc.], adinifioBana kommanis «bayi
Xenc K0-Ec, JUIKy» [Bausch Health US, LLC], CIIA

CymytHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHUX




Honarok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHS 3MiHU A0 AojaTtka Ne 2 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 31 tpaBusa 2022 poxy Ne 907»
15.06.2022 No 1027

Inentudikaris cyrreBoi
MIOTIPaBKH

OHoBneHU mpoTokos KimiHiYHOro gociimkeHHs C16019, Bepcis i3 momnpaBkoro 04 Big 22 nmcromana
2021 p., aHTIiIHCHKOIO MOBOIO; IH(OpM™Marist st manieHTa Ta ¢popma iHGOpMOBaHOT 3rofu UIs YKpaiHu,
aHTIIChKOI0 MOBOI, Bepcis 8.1 Bim 15 Oepesns 2022 p.; IHdopmamis mna marieHta Ta (opma
iH(opMOBaHOT 3roau uId YKpaiHu, yKpaiHChbKOI0 MOBOIO, Bepcis 8.1 Bix 15 6epesnst 2022 p.; lndopmaris
Ui manieHta ta ¢opma iHdopMmoBaHOi 3roau s YKpaiHu, pociiickkoro MoBorwo, 8.1 Bim 15 Oepesus
2022 p.; 3mina Ha3Bu Ta KOHTaKTHHUX naHuX CrioHcopa:

bYJIO

CTAJIO

HaiimenyBanns ropuauunoi ocoou/I1.1B.
¢izmunoi ocodou: Millennium Pharmaceuticals,
Inc., USA (CILIA)

IT I.b. xonTakTHOT 0cobu: Tatiana Ishida
Micue3Haxo/KEHHS FOPUIUIHOT 0coOu/MicIie
npoxuBaHHs ¢izndnoi ocodu: 40 Landsdowne
Street, Cambridge, MA, 02139, United States
KonraktHuit Tenedon: +1 617 6797000

@axkc: +1 617 5513742

Anpeca eJIeKTPOHHOT MOIITH:

Tatiana.lshida@Takeda.com

HaiimenyBanns ropuauunoi ocoou/I1.1B.
¢bismunoi ocoou: Takeda Development Center
Americas, Inc. (CILA)

IT I.b. xonTakTHOT ocobu: Julie Dixon
Micue3Hnaxo/KeHHs OPUIUIHOT 0coou/MicIie
npoxuBanHs (izndHoi ocodu: 95 Hayden Avenue,
Lexington, MA, 02421, United States
Konrtakthuit Tenedon: +1 617 6797000
@axkc: +1 617 5513742

Anpeca eleKTpOHHOT MOIITH:
Julie.Dixon@Takeda.com
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Howmep Ta nara Haka3sy
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PangomizoBaHe, ImIane00-KOHTPOJIbOBAHE, MOABIAHE CJiNe JOCHiKeHHs (a3u 3 MmATPUMYIOUYOTO
nikyBauHs IkcazomiOom I[urpatrom (MLN9708) mis mepopanbHOrO 3acTOCYBaHHS y TMAIE€HTIB 3
MHOXHHHOO MI€JTOMOFO ITiCIIsl TPAHCIIaHTAIllT ayTOJIOTTYHUX CTOBOYpoBUX KiniTrH», C16019, 3 monpaBkoro
03 Big 28 motoro 2019 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHow BiamosimamericTio «KoHTpakTHO-Jlochmimnunpka Opranizamnis [HHODapM-
Ykpaina»

Cnoncop, kpaiHa

Millennium Pharmaceuticals, Inc., USA (CIIA)

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHoro rupexkropa JIlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




HonaTox 35

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK 110
MPOTOKOJIIB KIIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHHU A0 AofaTka Ne 2 o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Big 31 TpaBus 2022 poky Ne 907»
15.06.2022 No 1027

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PannomizoBaHe, 0araTOLEHTPOBE, BIIKPUTE JOCIIDKEHHS Y JBOX IpyNax 3 aKTUBHUM KOHTPOJEM JIJIs
OLIHKK Oe3neKu, epeKTUBHOCTI, (hapMakoAnHAMIKU Ta papmakokiHeTuku [lerdinrpactumy B momnepeaHbo
HanmoBHEHOMY Hinpulli komnaHii [ntac ®@apmaceiorikans JlimiTen y nopiBHsAHHI 3 npenapatoM HeitnoreH®
Ui 1H €KUIN y IiTed BiKOM 110 6 pOKiB 3 padaomiocapkoMoro abo MyxJMHOW Binmbmca, siKki OTpUMYIOTH
MI€JIOCYIIPECUBHY XiMioTepariroy, kox gociimkernHs 72189803, Bepcis 1.0 Bix 27 Bepechs 2021

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpainay

Cnoncop, kpaiHa

Accord Healthcare, S.L.U. (Axkkopa Xenckea, C.JLY.), Icnanist

[lepenix gocmiKyBaHUX
JIKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHVK,
KpaiHa

Pegfilgrastim (Ilerdinrpactum, Pegfilgrastim PFS, Pelgraz) (pegfilgrastim (nerdinrpactum)); po3uns asas
i ekuiit; 1.5 mr/0.15 mi, 1 nmomepeqHbO HANMOBHEHMH IINpPULl MICTUTH nerdinrpactumy 1.5 mr/0.15 wmu;
10 mr/mur; Intas Pharmaceuticals Limited Biopharma Division, India;

Pegfilgrastim (Ilerdinrpactum, Pegfilgrastim PFS, Pelgraz) (pegfilgrastim (nerginrpactum)); po3uuH Juis
i’ exmii; 2.5 mr/0.25 M, 1 monepenHbO HAMOBHEHUW MIMPHI] MICTUTH merduirpactumy 2.5 mr/0.25 mi;
10 mr/mi; Intas Pharmaceuticals Limited Biopharma Division, India;

Pegfilgrastim (Ilerdinrpactum, Pegfilgrastim PFS, Pelgraz) (pegfilgrastim (nerdinrpactum)); po3uns asas
10’ exuiit; 4 mr/0.4 mi, 1 monepeHO HAMOBHEHUH MWIIPUL MICTUTH nerdinrpactumy 4 mr/0.4 mut; 10 mMr/mi;
Intas Pharmaceuticals Limited Biopharma Division, India;
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Bianoiganbauii (1)
JIOCJTITHUK (M) Ta Micle
(s1) mpoBeACHHS
BUNPOOYBaHHS B YKpaiHi

1) k.m.H. Kiiumatok I'1.

HamionaneHuii IHCTUTYT paKky, HAYKOBO-AOCIAHE BIIIICHHS AUTIY0i OHKOJIOTIT, M. KuiB

2) nikap binenpkwuii B.€.

KomyHnansHe HEKOMepITiiiHe AIpUEMCTBO XapKiBChbKO1 001acHoi paau «O0gacHa TUTS4Ya KIIIHIYHA JTIKapHs
Nely, BiguiieHHS JUTAYO0i OHKOJIOTI] Ta OHKOTeMaToJIoTii, M. XapKiB

3) nikap Kizuma P.B.

Komynanpne HekomepuiiiHe mignmpueMctBo  JIbBiBCbKOI  oOmacHOi  pamum  «3axigHOYKpaTHCHKHIA
CreIiagi30BaHUM TUTSYNNA METUIHUHN IIEHTP», XipypriuyHe BiiaeHHs, M. JIbBiB

4) n.m.H., ipod. Hdirtsap B.A.

Komynanene mignpueMcTBO «/lHimporeTpoBcbka o0OjacHa AUTAYA KIiHIYHA JiKapHs» JIHIIponeTpoBChKOT
001acHOi pann», OHKOreMaToJIOTYHUH eHTp, JIHIMPOBCHKUN Aep)KaBHUN METUYHUHN YHIBEPCUTET, Kadenpa
JTUTSY01 Xipyprii, oproneaii Ta TpaBMarosorii, M. JIHIIpo

[IpenapaTty mopiBHAHHS,
BUPOOHMK Ta KpaiHa

Neupogen® (Hetimoren®) (filgrastim (¢inrpactum)); po3uwH s iH’ekmii; 0,6 mr/mun, 1 momepenHbo
HanoBHeHUH mmpuil MictuTh ¢iarpactumy 30 i OJf 0.3 mr/0.5 mi; 0,6 mr/mit; Amgen Inc., USA; Amgen
Manufacturing Limited (AML), USA,

CynytHi
Marepianu/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aC0O0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU 10 AojaTtka Ne 2 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 31 tpaBHs 2022 poky Ne 907»
15.06.2022 No 1027

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta JgaTa

«Jocmimkenns 1 ¢asum mis ominku BigHOocHOT (apmakokinetukn (PK) Ta posmoainy B TKaHHHAX
rycenpkymaly i picaHki3ymaly y 3M0pOBUX YYaCHHUKIB Ta Y TAII€HTIB i3 TICOPIaTUYHUM apTPUTOMY», KOII
nocaimkenHs CNTO1959PSA1001, Ilompaska 2, 23 Cepnnst 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

«uccen @apmanetuka HB», benbris [Janssen Pharmaceutica NV, Belgium]

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

I'ycenpkymab, Tremfya®, CNTO 1959 (CNTO1959; I'ycenbkymal); po3uuH i iH’€KI[IH y MOMEPEaHBO
narnoHenomy mmpuii; 100 mr/mi; Cilag AG, Hlseiinapis; Janssen Sciences Ireland UC, Ipnanais; Janssen
Biotech, Inc., CILIA; Eurofins Biopharma Product Testing Ireland Limited, Ipnannis; Janssen Biologics B.V.,
Hinepnanau; Janssen R&D, a Division of Janssen Pharmaceutica, NV, Bensris; Fisher Clinical Services Inc.,
CIIA; Fisher Clinical Services GmbH, Ilseiiapis; Catalent Germany Schorndorf GmbH, Himeuunna;
Catalent Pharma Solutions, LLC, CIIIA; Catalent Pharma Solutions, Kuraii

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

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

Menn4yHui EHTp TOBapHCTBA 3 0OMEXEHOIO BIIMOBIIANBHICTIO «['apMOHIis Kpacu», BIUIUIEHHS KITHIYHUX
BUnpoOyBaHb, M. Kuis

2) 1.M.H., npo¢. Himkymaii O.L

KomynansHe HexomepiiiiHe mianpueMcTBo «KuiBcbka Michbka KiliHIYHA JiikapHS Nel2) BUKOHaBYOro opraHy
KuiBcbkoi michkoi panu (KuiBcbkoi MiChKOT iep:kaBHOT afMiHICTpallii), BIAIUIEHHS HEBIIKIaHOI MEAMYHOT
noromord, M. Kuis
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Ipenapatu nopieusauus, | Picankizyma6, CKAMPI3I (ABBV-066; Bl 655066/ABBV-066, Picankizymal); po3umH 1isi iH’€Kuii y
BUPOOHMK Ta KpaiHa nmonepeHbo HamoBHeHOMY mmmpuiii; 90,36 (exkBiBajgeHTHO 75 Mr picankizymady y 0,83 mMi po3uuny)
mr/mit; Janssen R&D, a Division of Janssen Pharmaceutica, NV, bensris; Catalent Germany Schorndorf
GmbH, Himeuunna; AbbVie S.r.l, Italy, Itamis;

Picaukizyma6, CKAWPI3I (ABBV-066; Bl 655066/ABBV-066, Picankizyma6); po3uuH i in’ekiiii y
morepeaHso HarmoBHeHoMy mmpuii; 150 mr/mir; Janssen R&D, a Division of Janssen Pharmaceutica, NV,
benpris; Catalent Germany Schorndorf GmbH, Himewuuna, AbbVie Deutschland GmbH & Co. KG,
Himeyunna

CynytHi naboparopHi Habopu
MaTepianu/mpenaparu
CYIYTHBOI Teparii

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




