Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 02 yunHsa 2022 poky Ne 1141»
29.07.2022 Ne 1340

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHioMi30BaHe, OaraTOLIEHTPOBe, MOABiMiHe CJiire, I1ale00-KOHTPOIbOBaHe AOCTIHKeHHS 2 (a3 i
oL[iHKM Oe3rekn Ta edekTuBHOCTI 3actocyBaHHS HMI-115 y iHOK 3 momipHuM abo cuibHUM OosieM,
MOB’SI3aHUM 3 €H/JOMETpPio30M, MpOTAroM 12 TWKHEBOrO Tepiofy JIKyBaHHs», KOJ, JOC/ipKeHHs
HMI-115EM201, Bepcis 2.0 Big 12 cepriag 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Xoyn Megicin (Hanb1zin) Ko., EaTi/li.», Kurtai

[Tepenik foC/imKyBaHUX
niKapcbKuX 3aco0iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

HMI-115 (SUB180771; MoHOK/IOHa/bHe aHTUTLIO A0 pelientopa nposiaktuHy [gG2); miodinizar s
TIPUTOTYBaHHS PO3uMHY /15 iH’ekiii; 60 mr (minirpam); WuXi Biologics Co., Ltd., China;

[Tnare6o o HMI-115, miodinizat anas mpuroTyBaHHs po3uuHy i iH’ekiiti; WuXi Biologics Co., Ltd.,
China

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

1) 3aB. Bia. Koceii H.B.

[epxaBHa HaykoBa ycTtaHoBa «lleHTp iHHOBaLiiHUX MeAuuHMX TexHosiorii HAH VYkpainw», Biggin
PernpoyKTUBHOIO 3710poB’s, M. KuiB

2) a.M.H., ipod. KopHaiibka A.T.

Hep>kaBHa ycTaHoBa «IHCTUTYT riefiaTpii, akylliepcTBa i riHekosorii iMeHi akagemika O.M. JIyk'sHOBOI
HauioHanbHoi akazemil MeJUUHMX HAayK YKpaiHW», BifjineHHs peaOimitauii pernpoayKTuBHOI (yHKLi
>KiHOK, M. K1iB

3) a.M.H. FO3pk0 O.M.

KonekTMBHMM 3aK/aJ; OXOPOHU 3[0pOB'St «MeAWUHWN LIeHTP JIiKyBaHHS Oe3rutiffst», MOMiK/TiHKUKa,
M. YepHiBLii

4) n.m.H., ipod. Tatapuyk T.D.
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ToBapucTBO 3 0OMEXEHOI0 BiJToBiAabHiCTIO «MeauuHuii 1jeHTp «Bepym», M. KuiB

5) A.M.H., ipod. boituyk A.B.

KomyHanbHe HeKoMepLjiliHe MiANPUEMCTBO «TepHOMiNbCbKAa KOMYHajqbHa MicbKa JiKapHs Ne2»,
TiHEKOJIOT1YHe Bifi/liyieHHs, M. TepHOIiIb

[IpeniapaT NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CymnyTHi —
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepasbHOro JupeKkTopa /Jlupekropary
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUTIPOOYBaHb JTiKapChbKUX 3aco0iB Ta
3aTBep/I)KeHHS CYyTTEBUX ITONPABOK [0
MPOTOKOJTIB K/TiHIYHUX BUMTPOOYBaHb,
BHeECEeHHs 3MiHM 10 fogaTka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Biz 02 ymunHsa 2022 poky Ne 1141»
29.07.2022 Ne 1340

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PaHziomizoBaHe, To/BiliHe cJlinie, MJialle00-KOHTPOIbOBAaHe JOC/I/PKEHHS B Tapaje/bHUX Tpyrax 3a
JIO3yBaHHSM [iji1 OL[iHKK e(eKTUBHOCTI Ta 0e3rmeyHoCTi OaraTopa3oBOro MepopaTbHOTO 3aCTOCYBaHHS
nipertapaty BI 690517 mpoTsirom 14 TWHIB OKpemMo Ta B KOMOiHallii 3 emmarid/i03MHOM y Malli€HTiB 3
JiabeTUUHOIO Ta He/liabeTUUHO XPOHIUHOK XBOPOOOI HUPOK», KoA AociimkenHs 1378-0005, Bepcis 2.0
Biz 25 0BTHsA 2021 poKy

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«bepinrep Inresnsxaiim PLIB I'm6X enp Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH & Co KG,
Austria, CT Disclosure & Data Transparency, Germany

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

BI 690517 (BI 690517; BI 690517); TabmeTku, BKpPHUTi ITIBKOBOIO 000/0HKOI; 3 Mr (Misirpam);
Almac Clinical Services Limited, United Kingdom; Almac Pharma Services Limited, United Kingdom;
Almac Clinical Services (Ireland) Limited, Ireland;

miare6o o BI 690517 (Mawit, Ilemronosa MikpokpucTasiuHa, MarHito creapat, Boza ouwirieHa);
TabJIeTKH, BKPHUTI TUTIBKOBOIO 000/10HKOI0; 3 Mr (Mr y Tabsetii); Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany / Himeuunna; Almac Clinical Services Limited, United Kingdom; Almac Pharma
Services Limited, United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland;

BI 690517 (BI 690517; BI 690517); TabseTku, BKpPHUTi IUTiBKOBOIO 000/i0HKOO; 10 Mmr (Mmimirpam);
Almac Clinical Services Limited, United Kingdom; Almac Pharma Services Limited, United Kingdom;
Almac Clinical Services (Ireland) Limited, Ireland,;

nnaie6o o BI 690517 (Manit, llemtosno3a MikpokpucTamiuHa, MarHito creapar, Bopa ouwuiieHa);
Tab/IeTKK, BKPUTI TUTIBKOBOIO 000/10HKOIO; 10 Mr (Mr y Tabnertiyi); Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany / Himeuunna; Almac Clinical Services Limited, United Kingdom; Almac Pharma
Services Limited, United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland;




2 MPOJOBXKEHHA J0ojaTKa 2

emmnarticdao3ud (BI 10773; emnarmiduo3unH); TabieTKH, BKPUTI TUTiIBKOBOK 000/10HKO0; 10 Mr (Mislirpam);
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / HimeuurHa; Boehringer Ingelheim Pharma
GmbH & Co. KG, Germany / HimeuunHa; A&M Stabtest Labor fur Analtytic und Stabilitatsprufung GmbH,
Germany; Labor LS SE & Co. KG, Germany; SGS Institut Fresenius GmbH, Germany; Eurofins PHAST
GmbH, Germany; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services (Ireland)
Limited, Ireland; Almac Clinical Services LLC, USA / Cnionyueni IlItati AmMepuky;

miaiebo o emmnaryidnosud (BI 10773; emmarsidios3uH); TabneTKW, BKPHTI TUIIBKOBOK 00OJIOHKOIO;
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Boehringer Ingelheim Pharma
GmbH & Co. KG, Germany / HimeuuuHa; Rottendorf Pharma GmbH, Germany / HimeuuuHa; A&M
Stabtest Labor fur Analtytic und Stabilitatsprufung GmbH, Germany; Labor LS SE & Co. KG, Germany;
SGS Institut Fresenius GmbH, Germany; Almac Clinical Services Limited, United Kingdom; Almac
Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services LLC, USA / Cnonyuyeni Illtatu
AMepuKHU

BianosiganpHuii (i)
JIOC/TiIHUK (1) Ta MicLie
(s1) mpoBeieHHST
BUTIPOOYBaHHS B YKpaiHi

1) nixkap ITocton C.B.

MeauuHui 1[eHTP TOBapucCTBa 3 OOMEXeHOH BiAmoBizampHicTIO «Menoya-KiiHik», JiKyBa/ibHO-
npodinakTiyHui nigposgin, M. Kuis

2) 3aB. Big. Uynpuna J1.O.

MenuuHul 1LeHTP TOBapHCTBa 3 OOMEXKEHOI BiATOBifanbHiCTIO «LIeHTp cimMeliHOI MeAWI[MHU TUTFOC»,
JIiIKyBa/IbHO-TIPO(i/Iak TMUHUM miApo3in, M. Kuis

3) nikap I3aii A.B.

MeauuHul 1IEHTP TOBApUCTBA 3 OOMEXXEeHOIO BiArnoBizanbHicTIO «Emenbeeiic Megikc», JiKyBa/lbHO-
npodisakTHYHUN nigpo3zin, M. Kuis

[IpenapaT NopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

CuHakTeH® (Tetracosactide acetate, TeTpako3akKTWj rekcaaieT, O-(1-24)-KOPTUKOTPOIIiH, KOCHHTPOIIiH);
po3urH s iH’eknii abo iHdy3iit (Solution for injection or infusion); 250 MKr/mn (MiKporpam/misiniTp);
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany / Himeuunna; Almac Clinical Services Limited,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; Alfasigma S.p.a., Italy;

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 710 fogaTtka Ne 8 10 Haka3y
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 02 yunHsa 2022 poky Ne 1141»
29.07.2022 Ne 1340

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«[ToppiltHe crime, paHOMi30BaHe, T11ale00-KOHTPOLOBAHE MOCTiKEeHHS e(QeKTUBHOCTI Ta Oe3reku
nperiapaty CO007/I, Tabnetkn mo 1 ta 2 mr, BupobuuurBa TAB «IHTEPXIM» (YkpaiHa), B /iKyBaHHi
nic/isionepatiiHoro 600 y TALli€HTIB TiC/IsA MJIaAHOBUX JIalapOCKOIIYHUX Ta €HAOCKOITIYHUX Orepariii B
ypouiorii», Kog gocaigkeHHs IC- C007/1 - 2, Bepcis Ne 2 Big 04.05.2022

3asiBHUK, KpaiHa

ToBapucTBO 3 0AaTKOBOK BiAnosifaneHicTIO «IHTEPXIM», YKpaiHa

CnoHcop, KpaiHa

ToBapuCTBO 3 0AATKOBOK BinoBifanbHiCTIO «IHTEPXIM», YKpaiHa

[Tepenik foC/imKyBaHUX
niKapcbKuX 3aco0iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

C007/1 (C007/T); Tabnetku; 1 mr; ToBapuCTBO 3 fOAATKOBOO BifmnoBiganbHicTi0 «IHTEPXIM», YKpaiHa;
[Tnaue6o g0 C007/1, Tabnetku; ToBapuCTBO 3 J0AaTKOBOO BifmoBiganbHicTIO «IHTEPXIM», YKpaiHa;
C007/1 (C007/T); Tabnetku; 2 mr; ToBapuCTBO 3 OAATKOBOO BifmnoBiganbHicTi0 «IHTEPXIM», YKpaiHa;
[Tnaue6o g0 C007/1, Tabnetku; ToBapuCTBO 3 J0aTKOBOO BifmoBiganbHicTIO «IHTEPXIM», YKpaina

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

1) nikap Cocnin M. /1.
Y «IHctutyT yposioril iM. akaz,. O.®. BosianoBa HAMH Ykpainu», 4-te ypoJsioriusde BiggiseHHs, m. Kuis

IIpemnapatu TIOpiBHSAHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHYHOT0 3a0e3meueHHs

IBan 3A/IBOPHUX




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MmiHa Ha3Bu crioHcopa 3 «Asteprad En.Ti.[i.», Crionyuene KoposictBo Ha «E66Bi IHk.», CrionyueHi
Itatn Amepuku; OHoBeHe [Jocbe MocCimKyBaHOrO JliKapchbkoro 3aco0y KapumpasuH, Bepcis 5.0 Bifg
motoro 2022 poky; HomoBHeHHs1 Nel, Mopens gnsi Ykpainu, Bepcis 1.0 Big 16 TpaBHs 2022 poky, A0
[Hdopmatiii as1s yyacHrKa gocifpkeHHs i @opmu iHpopMoBaHoi 3roau, Mogens A YKpainu, Bepcis 2.0
Biz 31 Gepe3nsi 2020 poky, Ha ocHoBi IHdopmariii, mos’si3aHoi 3 TToBifoMIeHHSIM PO 3MiHYy CMOHCOPA,
Bepcis 1.0 Big 15 kBiTHs 2022 poKy, yKpPaiHCHKOIO Ta POCiHCHKOI0 MOBaMH

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

Ne 1804 Big 15.08.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«[TogBitine cmime, mame6o0 KOHTPOJbOBaHe, PaHZOMi30BaHe 3 BiZIMiHOIO, OaraTOL|eHTPOBe K/IiHiuHe
JOCTiKeHHs1 [i/1s1 OL[iHKM e¢eKTUBHOCTI, Oe3rekd Ta IepeHOCHMOCTi 3aCTOCYBaHHS KapuIipa3vHy B
MO/IeJTi 3MEeHIIIeHHSs [03H [ijist 3aro0iraHHs peLUIMBiB y MallieHTiB 3 OinonsspHrM po3ssagoMm I tury, y akux
HasiBHUH MMOTOUHWI MaHiakKaJbHUKM abo /IenpecuBHUM CTaH 3MIlIaHOTO ab0 OJHOTHMITHOTO XapaKTepy»,
RGH-MD-25, 3 nonipaBkowo 4 Big 17 rpyaas 2019 poky

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Annepran En.Ti.[i.», CrioniyueHe KoponiBctBo / Allergan Ltd., United Kingdom

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiirypa gocnigavka JNJ-61186372 (amivantamab), Buganss 7 Big 17.03.2022 p.; Bpoiiypa gociifaHyika
JNJ-73841937 (lazertinib, YH25448), Buganns 10 Big 09.02.2022 p.; Ononenudt posgin 3.2.P locke
JIOC/TiIKYBaHOTO JTiKapCchbKOro 3aco0y Jlaseprinib, Lazertinib (JNJ-73841937-ZCY), TabneTku st
nepopanbHoro mipuriomy, 80 mr Bix 08.11.2021; 36i/iblneHHsT TepMiHy TNPHUATHOCTI AOCTiKyBaHOTO
niKapchKoro 3aco0y Jla3zepTinib, Lazertinib (JNJ-73841937), TabneTku Jjis riepopanabHOro mpuiiomy, 80
Mmr, 0 36 MicsLiB A1 BCiX KaiMaTHYHMX 30H; IH¢opMallis ass naijieHta Ta @opmMa iHbopMoBaHOi 3roau
— IIporokon 73841937NSC3003, Bepcig 5.0 ykpaiHCbKOHO MOBOKO nis1 YKpainu Bijg 02.06.2022 p.;

3MiHa BiiNOBiAaMbHOrO AocaigHkKa y MIIB:

BYJIO CTAJIO
3aB. BiZl. Ko63es O.1. nikap Jleonosa B.B.
KomyHanbHe HeKOMepLliliHe nigrpuemcTso | KomyHansHe HeKOMepLliliHe MiJIIPUEMCTBO
«O6sacHU TIeHTP OHKOJIOTii», OHKOXipypriuHe | «O6/acHUM I1[eHTP OHKOJIOTii», OHKOXipypriuHe
BififileHHs  OpraHiB  TIpPyAHOI  IIOPOXKHUHY, | Bifii/IeHHs  OpraHiB  TIPYyAHOI  ITOPOXXHUHY,
M. XapKiB M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Bif 29.12.2020
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Hasga kj1iHiuHOTO «PanziomizoBane kiiHiuHe gocmimkeHHss Pa3u 3 KoMOiHOBaHOI Teparii AMiBaHTamaboM Ta Jla3epTiHiOoM

BUTIPOOYBaHHS, KO/, y TiopiBHsIHHI 3 OcrMepTHHIOOM Ta y MopiBHsIHHI 3 Jla3epTiHiOOM sIK TepIioi /iHii Tepartii y TaifieHTiB 3

Bepcis Ta fjaTa MiCIIeBO-TIOIIMPEHUM ab0 MeTacTaTUYHUM HepiOHOK/ITITUHHMM PAaKOM JIeTeHb 3 MYTAIli€l0 periernTopinB
emifgepmanbHoro Qakrtopa pocty (EGFR-myrtatiero)», 73841937NSC3003, 3 IlompaBkowo 2 Bif
23.09.2021p.

3asiBHUK, KpalHa «IHCCEH ®APMALIEBTUKA HB», benbrisa

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IopaTkoBa KOHIeHTpallist (crma i) JocimKyBaHoro yikapcbkoro 3acooy IMU-838 (IMU-838; Calcium
di[2-(3-fluoro-3’-methoxybiphenyl-4-yl-carbamoyl)-cyclopent-1-enecarboxylate] dehydrate; vidofludimus
calcium / Biodyaimyc Kanbiiito); Tabnetku; 30 mr; Haupt Pharma Wulfing GmbH ex: Wuelfing Pharma
GmbH, Germany / Xay6t ®apma Bynbdunr I'moX ekc: Bynbdunr dapma I'm6X, Himeuyunna; Nuvisan
GmbH, Germany / Hysican I'm6X, HimeuunHa; 3pa3ok eTHKeTKM (MapKyBaHHs) 3 iH(pOpMaLli€l0 Mpo
JIOJJATKOBY KOHI|EHTpaIlif0 Jiikapcbkoro 3aco0y B 3HaueHHi 30 Mr (yKpaiHChKOIO, aHTJIiMCBKOHO Ta
POCIHiCbKOI0O MOBaMH); OHOBJ/IeHa bporypa gocimignuka Bepcii 7.0 Big 10 6Gepesnsi 2022 poky
(aHT/1iiCbKOI0 MOBOHO)

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

Ne 230 Big 30.01.2019

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

«PanzomisoBane, noBiliHe ciire, TuIaleb0-KOHTPO/ILOBAHEe, OaraTOLeHTPOBe AOC/TiMKeHHs (da3u 2 s
oLiHKY BIumMBYy nperapaty IMU-838 Ha akTHBHICTb 3aXBOPIOBaHHS, fIKa BUMIpIOETLCS 3a pe3y/ibTaTaMu
MarHiTHO-pe3oHaHCHOi Tomorpadii (MPT), a Takox O6e3rneuHiCTh i TEPeHOCHMICTh y TMAlli€HTIiB 3
peLyMBYOUMM-peMiTyounM po3cissHuM cknepo3oM (PPPC) (EMPhASIS)», P2-IMU-838-MS, Bepcis 4.0
Big 30 BepecHst 2021 poky

3asgBHUK, KpaiHa

ToBaprcTBO 3 06MexxeHOr0 BifgmnoiganpHicTI0O «BEPYM KJITHIKAJI PICEPU», YKpaina

CnoHcop, KpaiHa

«ImmyHik Al'», HimeyunHa / Immunic AG, Germany
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii TMCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
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 Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 516 Big 22.03.2021

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

«baraTolieHTpOBe paHZiOMi30BaHe AociifkeHHs 3 ¢asu, L]0 MPOBOAUTHCS Y C/AIMOMY [JIs OLiiHIOBaua
e)eKTUBHOCTI pPeXXHUMi 3 MeTOI0 BUBUEHHS picaHKi3ymaly y MOpiBHSHHI 3 yCTeKiHymMaboM Tpu JTiKyBaHHi
JIOPOC/IUX TIALli€HTIB i3 XBOopoOor KpoHa cepeHHOBaXKKOT'O UM Ba)KKOT'O CTYTIEHIO TSDKKOCTI, [JIS SIKUX
Tepamis IperapaTaMM, 10 TPUTHIUYIOTb AaKTUBHICTb (AKTOpy HEKpo3y IyX/JIWHH, BUSIBA/IAChH
HeedeKTHBHOIO», M20-259, Bepcisi 2.0 Big 28 BepecHst 2021 poky

3asgBHUK, KpaiHa

E66Bi Biodapmacerorikan3z 'm6X, I1IBetitjapis

CnoHcop, KpaiHa

«E00BIi Iuk», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

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

IBan 3A/IBOPHUMX



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Hdopmatiist g/1s marfieHTa Ta iHGopMOBaHa 3rofia Ha yuaCTh Y HAyKOBOMY [OC/iKeHHi, Bepcisg 10.0 ans
Ykpainu Biz 20 TpaBHs 2022 poKy, yKpaiHCHKOI Ta POCiHCBHKOI0 MOBaMU

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

Ne 248 Big 09.03.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«baraTolieHTpOBe, paHJOMi30BaHe, TIO/BiliHe cCiire AOCHiMKeHHST (a3su 3, y SKOMY BHBUYAETHCSA
6opre3omib Ta JekcameTa3oH y KoMOiHallii 3 BeHETOK/IaKCcOM abo miiarebo y MalfieHTiB 3 peLyMBHOI0
ab0 pedhpakTepHOI MHO>XXMHHOK Mi€/IOMOIO 3 UYT/IMBICTIO 10 iHTiOiTOPiB MpoTeacom abo y MaifieHTiB, sKi
He OTpPUMYBAJ/IY JIiKyBaHHS iHribiTopamu mpoTteacom», M14-031, 3 iHKOPIIOPOBaHOI A/IMiHiCTPaTUBHOO
3miHOWO 1 i IlompaBkoro 0.01 (tineku pas Ppanuii), MicueBoro I[lompaBkoro 1 ana fAnowii Ta
I'nobansarmMu [MonpaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 16 rpyans 2020 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapis

CnoHcop, KpaiHa

E66Bi Ink, CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJ/leHUI TIPOTOKO/N KiiHiYyHOTrO BUMpoOyBaHHsT M18-868, Bepcisi 4.0 Bim 11 kBiTHA 2022 poky;
Bporirypa gocsifgHyKa A1s AOCTIKYBAaHOTO JIiKapChKoro 3acofy TesizoTy3ymab BepotuH (ABBV-399),
Bepcisi 9 Big 02 6epe3nst 2022 poky; IHdopmaliis A1s maijieHTa Ta iHpopMoBaHa 3rofia Ha y4acTb Y
HayYKOBOMY ZIOC/Ti/PKeHHi Ta He0O0B’I3KOBOMY AOC/Ti/pKeHHi, Bepcist 3.0 asist Ykpainu Big 11 TpaBHs 2022
POKY, YKpaiHCBKOIO Ta POCiMChKOI0 MOBaMH; 3TroZia Ha y4acThb y TOTNepeJHbOMY Bif0opi /jiss HayKOBOTO
JocuipkeHHs1, Bepcisi 2.0 ais Ykpainu Bif 13 TpaBHsi 2022 poKy, yKpaiHChKOIO Ta POCiMCbKOH MOBaMU

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

Ne 132 Big 20.01.2022

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure paHAOMi30BaHe KOHTPO/bOBaHe MDKHApoAHe [JOciipkeHHs 3 ¢a3d [ BUBUEHHS
Tesli3oTy3ymaby BepoTrHy (ABBV-399) y mopiBHSIHHI 3 [JO1[€TaKCe/IOM Y TIAIiEHTIB i3 paHiliie JiKOBaHUM
MiCIIeBOTIOIIMPEHNUM/METAaCTaTUYHUM  HETUIOCKOK/IITUHHAM ~ HeIDIOHOK/TITUHHUM PakoOM JIeTeHiB i3
HaJleKCrpeciero  penentopa (¢akropa poOCTy remaTouuTiB (c-Met) Ta HasiBHICTIO peLenTopa
ernigepmanbHoro gakropa pocty (EGFR) nHemyrtarenHoro tury», M18-868, Bepcist 3.0 Big 15 nucronaza
2021 poky

3asiBHUK, KpaiHa

E66Bi Biodapmacktorikan3 I'moX, IIBetiapis

CnoHcop, KpaiHa

«E66BIi Ink», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary



(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii TMCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
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 Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 296 Big 11.02.2020

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

«[Tporpama paH[j0OMi30BaHMX, TUIalie00-KOHTPOJIBOBAHUX TOABIMHUX CIMUX JOCTimKeHb (a3 3 aas
OLiHKMA e(heKTUBHOCTI Ta O6e3meuyHocTi YmHagaruTuHiOy Yy [JOpPOCIAMX TMAlli€HTiB 3  aKCiaJbHUM
CIIOHJW/I0aPTPUTOM 13 TMOZJA/IbIIMM [epiofoM IPUIIMHEHHS JIiKyBaHHA IPU [JOCATCHEHHI pemicii», M19-
944, Bepcis 5.0 Big 12 nmunus 2021 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapis

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa Hocnignuka Hopaitponin® (ComartporiH)- gedilluT ropMOHY poOCTy y [iTeil Ta [JOPOC/HX,
BUJjaHHA 2, diHanbHa Bepcis 1.0 Big 25 TpaBHs 2022 poKy, aHI/ilCbKOI0 MOBOHO

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

Ne 1016 Big 06.05.2019
Ne 1265 Big 05.06.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenHs: eeKTUBHOCTI Ta Ge3reku 3acTtocyBaHHs mperiapaTy Comamnanurad (Somapacitan) oguH
pa3 Ha TWX/EeHb Yy MOPIBHAHHI 3 1[0/IeHHUM 3acTocyBaHHAM npenapaty HopgitponiHn® (Norditropin®) y
Jiteit 3 neditrom ropmMony pocty», NN8640-4263, ¢inansHa Bepcis 7.0 Big 22 motoro 2021 p.;
«docmimkeHHss 3 migoopy 034U A/l OL[iHKM e(deKTMBHOCTI i 0e3reKW 3acTOCYyBaHHS TIperapary
ComananuraH (somapacitan) OAMH pa3 Ha TWXKAeHb y TIOPIBHSHHI 3 3aCTOCYBaHHSIM [iperapaTy
Hopaitponin® (Norditropin®) oauH pa3 Ha JieHb Yy JiTel i3 3aTPUMKOIO POCTY, 10 Oy/IM HapOKeHi
MaJIMMH [i/1S TeCTaliHOIO BiKy Ta He Ha3[0THa/M y 3POCTi [0 BiKy 2 poKu Ta cTtapuie», NN8640-4245,
(inanbHa Bepcis 4.0 Big 12 rpyans 2019p.

3asiBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hopatok no Ilpotokony -KepiBHULITBO 1110710 TIPOBe/ieHHs AOC/I)KEeHHS MiJ| YaC CephO3HMX MOpYIIeHb
Bif 02.05.2022 p.; Indopmaniss ans mnauienta Ta Popma iHdopmoBaHoi 3roau — IIpoTokon
CNTO1959PSA2003, Bepcis 2.0 ykpaiHCbKOX MOBOIO Jj1s1 YKpainu Bif 13.06.2022 p.

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

Ne 2237 Bip 18.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«baraTolieHTpOBe, paH/OMi30BaHe, TIOABiliHe CJime, Tulaleb0 KOHTPO/JbOBAaHE KIiHiUHEe AOC/TiIKeHHS
2a da3m ans ouiHKA edeKTUBHOCTI Ta 0Oe3MeyHOCTi TIpHM3HAYeHOl TMiAIKIpHO KOMOiHOBaHOI Teparil
rycenbkyMaOy Ta rojiMmyma0y y TalLli€HTiB 3 aKTUBHUAM TcopiaTiuHuM apTputoM», CNTO1959PSA2003,
3 nonpaskoro 1 Big 06.10.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa Hocnignuka Hopaitponin® (ComartporiH)- gedilluT ropMOHY poOCTy y [iTeil Ta [JOPOC/HX,
BUJjaHHA 2, diHanbHa Bepcis 1.0 Big 25 TpaBHs 2022 poKy, aHI/ilCbKOI0 MOBOHO

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

Ne 88 Bif 11.02.2016

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PaHgomi3oBaHe, MikHapoJHe, 3 aKTHBHHMM KOHTpOJeM, (BifkpuTe), (MOABiliHe ciiire) AOCTi[KeHHS 3
miz0opy 03U B MapasiesbHUX TPyMax, 3 OL[iHKM e(eKTUBHOCTI Ta Oe3MeyHOCTi 3aCTOCYBaHHS MpernapaTy
NNCO0195-0092 opvH pa3 Ha TWXK/[eHb y MOPIBHAHHI 3 L[OZeHHMM 3aCTOCYBaHHSAM IIperiapary rOpMOHY
pocty (Hopaitpornin® ®nekclIpo) y aiteli npemybepraTHOro Biky 3 /eil{UTOM rOPMOHY POCTY, Y SIKMX
paHilile He IPOBOJW/IACA Teparlis rperaparamu ropMoHy pocty», NN8640-4172, ocratouHa Bepcis 6.0 Bif,
19 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosneruii TIpoTokon KiiHiuHOTO BUNpoOyBaHHs D2912C00003, Bepcis 6.0 Bix 04 6epe3nst 2022 poky,
aHIJIiCbKOl0 MoBOM; IHdopmariisi ans maijieHta i ¢opMa iHpopmoBaHOi 3rogu Ans YacTuHU
1 BunpoOyBaHHs, [y YKpainu, Bepcist 4.0 Big 07 uepBHs 2022 poky, Ha ocHOBi Matictep-Bepcii 4.0 Bif
23 6epe3nst 2022 poKy, aHITIMCHKOK Ta YKpaiHCBKOW MoBamu; [dogaTtok mo Indbopmariii a1s marjienTa i
dopmu iHdopMoBaHoi 3roau Ayt Yactunau 1 BUnpoOyBaHHs, A/ YKpainu, Bepcis 4.0 Bixg 07 uepBHs
2022 poky, Ha ocHOBi Matictep-Bepcii 4.0 Big 23 Gepe3nst 2022 pokKy, aHI/TIMCHKOI Ta YKPAaiHCHKOIO
MoBamu; [Hdopmariisi A marjieHTa i dopma iHdbopmoBaHoi 3rofau Ay YacTuHU 2 AOCTiKeHHs, s
Ykpainu, Bepcis 4.0 Big 07 uepBHs 2022 poky, Ha ocHOBi Maiictep-Bepcii 5.0 ansa Yactunu 2
JocimkeHHs Bif 23 6epe3ns 2022 poKy, aHT/TIMCHKOIO Ta YKpaiHCbKOIO MoBaMu; [TozaTtok a0 IHdopmariii
nnst matjieHTa i dopmu iHdbopmoBaHoi 3rou Ayt YacTuHYU 2 AoCiipKeHHs, A1 YKpainu, Bepcis 4.0 Big 07
YepBHS 2022 poky, Ha ocHOBi Matictep-Bepcii 5.0 asist YacTrhu 2 pocsimkeHHs Bif 23 Gepe3Hst
2022 poKy, aHITiCbKOI0 Ta YKPaiHCHKOI0 MOBaMHU

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

Ne 3059 Big 29.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBane, mozBiliHe ciire, myane6o KOHTPObOBaHe, OaraToleHTpoBe AocmimkeHHs1 ¢dasu Ila 3
BH3HAUeHHs ONTHMaJIbHOI /103H, Y IBOX YaCTHHAX, Jisl OLIIHKU e(peKTUBHOCTI i 6e3rmeyHoCTi TphoX piBHIB
[l03yBaHHS iHransuiliHoro npenapaty AZD1402, ujo npuiiMaeTbcsi y Gopmi CyXoro Mopomiky ABidi Ha
100y MPOTATOM 4 THXKHIB, y OPOC/IHX MAl[iEHTIB 3 OPOHXiaJbHOIO aCTMOIO, SIKi OTPUMYIOTh CEpe/iHi 1031
IHraJIALIIMHUX KOPTUKOCTepOoiiB», D2912C00003, Bepcis 5.0 Big 13 ciuns 2022 poky




2 MPOJOBXKEeHHH fojarka 14

3asgBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YKpaina
CrnioHcop, KpaiHa Actpa3eneka AB, llIBernisi/AstraZeneca AB, Sweden
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa gocmigHuKa [JOC/iipKyBaHOTo Jiikapcbkoro 3aco0y CT-P41 (Denosumab), Bepcis 5.0 Big
23 TtpaBHs 2022 p., aHTiMcbKOI0 MOBOO; [locke AocmimpKyBaHoro Jikapcbkoro 3acody CT-P41, Bepcis
1.1, aHI/IiiCHKOIO MOBOIO; TMOZOBXXEHHSI TEPMiHYy MPHIATHOCTI JOCTiPKyBaHOTO Jlikapcbkoro 3acody CT-
P41 (Denosumab) zo 36 micsiiiB; 3MiHa Ha3BM BUPOOHMKA JOCTi/PKyBaHOTO Jiikapcbkoro 3acody CT-P41
(denosumab) 3 «kDM Bio Limited», Pecriy6stika Kopest Ha «STgen Bio Co., Ltd.», Pecriy6stika Kopest

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

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[lopggiliHe cJiine, paH/AOMi30BaHe, AaKTMBHO KOHTPOJIbOBaHe [JOC/i[KeHHs1 (a3 3 /51 TOpiBHSIHHS
edeKTUBHOCTi, (apMakokiHeTHKH, (apmakoanHamiku Ta OesmeuHocti mnpermapatry CT-P41 Ta
ninieH3oBaHoro y CIIIA nikapcekoro 3acoby Prolia y JKiHOK y IMOCTMeHomay3i 3 OCTeornopo30M»,
CT-P41 3.1, Bepcia 2.1 Big 30 smnns 2021 p.

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea/ CEJIJITPIOH, Ik, Pecniy6ika Kopest

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 fUpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Bi/IMOBiZA/ILHOTO TOC/IiJTHUKA Y MiClli TTPOBeIeHHs K/TiHiUHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
3aB. Big. Ko63eB O.1. nikap Jleonosa B.B.
KomyHanbHe HeKoMeplliiiHe nignpuemcrso | KomyHanbHe HeKoMeplliliHe MiATIPUEMCTBO
«ObsacHUN IIEHTP OHKOJIOTii», OHKOXipypriuHe | «O6G/acHUM I1[eHTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHsA ~ OpraHiB  IpPyAHOI  [OpPOXHWHY, | BiAJi/IeHH  OpraHiB  IPYJHOI  ITOPOXXKHUHHU,
M. XapkiB M. XapkiB

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

Ne 1468 Big 26.06.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«baraTolieHTpOBe paHIOMi30BaHe, MOABIHHO criire, yiarieb0-KoHTpoboBaHe gociimpkenHs 111 daszwm, 110
MPOBOAMUTLCS 3 METOI OL[iHKA e(eKTUBHOCTI Ta 0e3MeuHoCTi aHaMOpesiHy TiJpOoX/IOpuAy, KU
3aCTOCOBYETHCS /1J151 IOTIOBHEHHS Jle(illiTy MacH Tifla Ta JiKyBaHHSI aHOPEKCii, 1110 PO3BUHYIUCS Ha QOHi
TIOIIMPEHOT0 HePiOHOK/IITHHHOTO DaKy JiereHi B Jopociux marieHtiB», ANAM-17-21, ocraTtouHa

pegakiisi 4.A Big 03 BepecHs 2021 p.

3asgBHUK, KpaiHa

TOBAPHICTBO 3 OBMEXEHOIO BIZITIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnoHcop, KpaiHa

«XencuHH Xesickea CA» [Helsinn Healthcare SA], [1IBetijapis
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Miclisi TpoBe/ieHHs1 BUTIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipod. MockoBko C.I1. I.M.H., ipod. MockoBko C.I1.
KomyHanbHe HeKoMeplliiiHe MiATPUEMCTBO | MeIMUHUM 1[eHTP TOBapUCTBa 3 OOMEXEeHOI0
«BiHHMI[bKA obmacHa KJ/IiHIYHA | BIJTIOBia/IbHICTIO «Menuunuit LIEHTP
TICUXOHEBPOJIOTiYHa JIiKapHs iM. akag. | «CantoreM», JIiKyBanbHO-NPOGiIaKTUUHUN BiJfIi,
O.I. HKulenka BinHuipkoi o6macHoi Paau», | M. BinHuLs
HeBposioriuHe  BifggineHHs Ne3, BiHHUI[bKMI
HalliOHaTbHUHN MeJUYHUI YHiBepCUTET
im. ML.I. TTuporosa, Kadeapa HEPBOBUX XBOPOO,
M. BiHHuLg

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

Ne 1924 Big 21.08.2020

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«bararorjeHTpoBe, paH/l0Mi30BaHe, TIO/IBiliHe CJiiTe, 3 MO/BiHOIO iMiTalli€l0, KOHTPOJbOBaHE AaKTUBHHUM
riperiapaToM, gocsimkenHs 111 ¢a3wu, 1110 MpoBogUTHLCS B Tapase/bHUX TPyMax 3 OL[iHKK e(eKTUBHOCTI Ta
6e3meyHocTi eBOOpyTHHIOA Y MOPiBHSHHI 3 TePU(IYHOMIIOM B YUaCHHUKIB i3 PelIUJUBYIOUMM PO3CisIHUM
ckiepo3om», MS200527_0080, Bepcis 4.0 Big 03 kBiTHs 2022 poKy

3asiBHUK, KpalHa

ITignpremctBo 3 100% iHo3emHor0 iHBecTuLiieto «AVK’FOBIA P/IC Ykpaina»
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CrnoHcop, KpaiHa Merck Healthcare KGaA, HiMeuurHa

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

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




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii [TpoTOKOJ KIiHIYHOrO AOCTi/pKeHHsT AJIMiHICTpaTHBHe OHOBJieHHs #3 Bix 19 ciuns 2022p.,
aHr/Iiicbkor MoBoro; OHoBneHuit CuHoricuc Bepcist ans Ykpainu, [IpoTOKO/ K/IiHIUHOTO JJOC/TiIyKeHHs
AMiHicTpaTMBHe OHOB/IeHHS #3 Bif 19 ciuns 2022p., aHI/IiMCHKOIO Ta YKpaiHCbKOK MoBamu; OHOBJieHa
BR.31 YKP Iudopmauis s nauieHta Ta Popma iHdbopmoBaHoi 3roau Bepcist 6.0 Bix 26 kBiTHs 2022p.
BignoBigHo g0 IIporokosny ApmiHicTpatvBHe OHOBeHHsA #3 Big 19 ciuns 2022p., yKpalHCbKOHO Ta
pociticekoro moBamu; OHoBneHa bporypa Jocnigavka Buganss 17 Bifg 18 xxoBTHs 2021p., aHIIiMCBKOO
MOBOIO

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

Ne 146 Bigx 21.01.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TpocriekTHBHE, MO/BiMHE 3aclinieHe, Maned0-KOHTPOIbOBaHe, paHjoMi30BaHe JocCimkeHHs da3u 111
azi'toBaHTHOI Teparii miperapaty MEDI4736 y maliieHTiB 3 TIOBHICTIO BUZAJEHUM HeAPiOHOKTI THHHUM
pakoM JiereHiB», BR.31, [lonpaBka #7 Bim 06 ciuna 2021p., AgmiHicTpaTuBHe OHOBJeHHs1 #2 Bifg 06
»KoBTHs 2020p.

3asaBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiJTIOBiIabHICTIO «AKOBiOH», YKpaiHa

CnoHcop, KpaiHa

Kunininetic I'no6an Jitg., Benvka bputanis (Clinipace Global Ltd., Great Britain)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTreBoi
TIOTIPaBKU

AHKeTa 1110710 cTaHy 370poB’ss EQ-5D-5L, TekcT j1s1 Tesie)OHHOTO iHTEpPB 10, TepeK/aj Ha YKpaiHChKY Ta
POCiMCbKY MOBH i YKpaiHu; ONUTyBalbHUK [J1s1 OLIIHKUA SKOCTi >XUTTS — 3 30 3anuTaHb, Bepcis 3
(QLQ-C30), cueHapiii npoBefieHHs1 TeneOHHOro iHTepB’t0, Bepcisi 2.0, yKpaiHCBKOIO Ta POCiHCHKOIO
MoBaMu; ONUTYBa/IbHUK [Jis1 OL[iIHKU SIKOCTi >KUTTS MpHU renaToKMiTUHHIN KapiuuHomi (QLQ-HCC18) -
Moaynab QLQ-C30, opieHTOBHUI ClieHapili poBe/ieHHs Tefle)OHHOTO iHTepB 1o, Bepcis 1.0, yKpaiHCbKOIO
Ta POCIKCbKOK MOBaMU

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

Ne 1593 Big 09.07.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[Topgiiine crine pgocmimkeHHs III a3y, 0 MPOBOAWTHCS B ABOX TPyMHax [yl OL[iHKA Oe3reKu Ta
edekTHBHOCTI eMOpostisymaby (MK-3475) y mopiBHsIHHI 3 Tuiaieb0 B SIKOCTi a/i’fOBaHTHOI Tepartii y
YUYaCHUKIB i3 TernaToLe/I0/IIPHOK KapLUMHOMOK Ta T[IOBHOK PAaAioJIOriyHOK BIAMOBIAL0 MiC/s
xipypriunoi pe3ekuii abo nokampHOI abmsuii (KEYNOTE-937)», MK-3475-937, 3 iHKOpHOpOBaHOO
rionipaBkoro 06 Biz 22 ymoToro 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg 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 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa MicClisg TPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHSI:

BYJIO CTAJIO

K.M.H. Bunnuuenko JI.b. K.M.H. Bunnuuenko JI.b.

KomynanbHa  ycraHoBa  «CymcCbKa  MiCbKa | YHiBepcuTeTCbKa KJIiHiKa CyMcbKOro
K/IiHIYHa JIiIKapHs Neol», TeparieBTUYHe | [ep’KaBHOrO YHIBEpPCUTeTY, JIIKYBa/IbHO-
BigginenHs, CyMCbKUi1 Jiep>KaBHUM YyHiBepCUTET, | MpodilaKTUUHNN TTiIpo3Aisn, CyMcbKui
Meguunuii  iHCTUTYT,  Kadesnpa  ciMmeliHOi | Jep)kKaBHUM YHiBepcuteT, MeAWYHUN IHCTUTYT,
MeJIULIUHU 3 KypCOM eHJ0KpuHoIorii, M. CymMu Kadesnpa ciMeliHOIT MeAMLIMHM 3  KYpCOM

JlepMaToBeHepoJIorii, M. Cymu

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

Ne 838 Big 10.12.2015

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«Bigkpure, 6araToreHTpoBe,

po3llivpeHe fAocaikeHHs (a3 3 [Jid BUBYEHHS T1€pOPabHOTO

3actocyBanHsi RPC1063 B sIKOCTi Tepariii y Maiji€HTiB 3 MOMipHUM ab0 TsHKKUM BUPA3KOBHUM KOJTiTOM»,

RPCO01-3102, pepakuis 9.0 Big 23 cepriust 2021 p.

3asgBHUK, KpaiHa

TOBAPVICTBO 3 OBMEXEHOIO BIZITIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnoHcop, KpaiHa

«CenmxkeH Inrepnernn 11, Capn» (Celgene International II, Sarl) («CIC II»), IIBeiiuiapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi Bpomypa asisi mocmignuka 3 mperapaty SHRO0302 Tablets pemakimis 11.0 Big 24 Gepe3nst 2022 p.;
TOTMPaBKU [Hdopmariisi A manieHTa Ta gopma iHpopmoBaHOI 3roAd, octaTouHa pefakuis 3.0 aas YKpaiHu Bif
10 yepBHs 2022 p., OCTaTOYHUI TepeKsaj, 3 aHIVIIMCbKOI MOBM Ha YKpaiHCbKY MOBY Bifi 21 uepBHs 2022
p., OCTaTOUHMWI TepeK/iaZi 3 aHI/1iliCbKOI MOBU Ha POCiiicbKy MOBY Bif 21 uepBHs 2022 p.

Howmep Ta gata Hakazy Ne 1773 Big 20.08.2021

MO3 o0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «docnimkenns: 111 da3u 3 mMeToro OIL[iHKM e(eKTUBHOCTI Ta [JOBrOCTPOKOBOI Oe3MeYHOCTi Tperapary
BUTIPOOYBaHHS, KO/, SHR0302 a5t iHAYKI[iHHOI Ta MiATpUMYIOUOI Tepariii MaLli€HTIB i3 cepeJHBOTHKKUM i TSDKKUM Tepebirom
BepcCis Ta jara BHMPA3KOBOT'0 KOJIiTy B akTUBHiM ¢a3zi», RSJ10135, pepakuis 1.1 Big 18 cepmns 2021 p.

3asgBHUK, KpaiHa TOBAPVICTBO 3 OBMEKEHOIO BIZITIOBITAIBHICTHO «I1I EC AI-YKPATHA»

CrnoHcop, KpaiHa «PeticToyH batiodapma Kommawi Jlimitea» [Reistone Biopharma Company Limited], Kuraii

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

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




HopnaTok 22

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Big 02 ymunHa 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosnenuti [Tpotoko, pinanbHa Bepcist 8.0 Big 08 6epe3nst 2022 p., aHIJTiICEKOI0 MOBOIO; [{orioBHeHHs |
no mipotokosry NN8640-4245: rnobanbHuii mepesik KIFOYOBUX CiBPOOITHUKIB, BiAMOBIAHUX BifgAimiB Ta
3a/Ty4eHuX K/IiHIYHUX yCTaHOB, ocTaTouHa Bepcis 8.0 Bix 08 6epe3nst 2022 p.; [Hpopmaliist a1 yyacHUKa
Ta (hopma 3roau Ha yudacth (A giteli 6-11 pokiB), ¢inansHa Bepcisi 4.0-UA(UK) Big 05 kBiTHs 2022 p.,
yKpaiHCbKO0 MOBOO; [Hdopmarjisi A5 yuyacHMKa Ta (opma 3roaud Ha yuactb (s Aited 6-11 pokiB),
¢inanbHa Bepcis 4.0-UA(RU) Big 05 kBiTHs 2022 p., pocilicbkkoro MoBow; [HdopMmallis A/ yuacHUKa Ta
dopma iHbopmoBaHoi 3rofu (s giteit 12-13 pokiB), diHanbHa Bepcis 2.0-UA(UK) Big 05 kBiTHs 2022
p., YKpaiHCbKOI0 MOBOM; [HdopMalis At yuacHUKa Ta ¢opMma iHpopmoBaHoi 3roau (ass gited 12-13
pokiB), dinanpHa Bepcisi 2.0-UA(RU) Big 05 kBiTHs 2022 p., pocitickkoro MoBow; [Hdopmartlis zis
yuacHuKa Ta ¢opma iHbopmoBaHoi 3roau (g/s Aiteit 14-17 pokiB), dinambHa Bepcis 2.0-UA(UK) Big 05
KBiTHs1 2022 p., yKpaiHCbKOIO MOBOMO; [H(opmalisi A5 yyacHrKa Ta gopma iHdopmoBaHol 3rogu (Asst
niteti 14-17 pokiB), didampHa Bepcisi 2.0-UA(RU) Big 05 kBiTHS 2022 p., pOCiMCbKOIO MOBOIO;
Indopmariist 115 yuacHuKa Ta dopma iHdbopmMoBaHoi 3roau (/s 6aTeKiB), diHambHa Bepcis 7.0-UA(UK)
Bif 05 kBiTHs1 2022 p., yKpaiHCbKOIO MOBO0; [HdopMallisi A yuacHUKa Ta opma iHdhopMoBaHoi 3roau
(mnst 6atekiB), ¢inaneHa Bepcis 7.0-UA(RU) Big 05 kBiTHs 2022 p., pocitickkoro MoBoOto; [HdopMariis i
dopma 3rogu Ha ydYacTb [jIsi TIApTHEPKHA Y4yaCHUKA MJOC/Ii/PKeHHS y pa3i mepebiry BariTHOCTI 3
Bi/IXW/IeHHSIMU ab0 HapO/pKeHHs AUTHMHU 3 TOPYIIeHHsSM CTaHy 370poB's, diHanbHa Bepcisa 2.0-UA(UK)
Bif 05 kBiTHs 2022 p., yKpaiHCbKOIO MOBORO; IHdopmarljisi i gopma 3rogu Ha yuyacTb [Jisi TTapTHEPKHU
yuaCHMKA [OCJi/PKeHHs y pasi repebiry BariTHOCTI 3 BiJXWieHHSAMH ab0 HAPO/PKEHHS AWTHHHU 3
MOPYILIeHHSIM CTaHy 3710poB's, ¢iHanbHa Bepcig 2.0-UA(RU) Big 05 kBiTHa 2022 p., poCiliCbKOI0 MOBOI0;
[Hdopmatiist i popma 3roau Ha yuacTh AJisi TapTHEPA YYaCHUL
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JOCTiKeHHs1 y pa3i repebiry BariTHOCTI 3 BiAXWieHHAMH ab0 HapOKEHHS JUTUHHU 3 TOPYIIEHHSIM
cTaHy 370poB's, ¢iHanbHa Bepcis 2.0-UA(UK) Big 05 kBiTHsa 2022 p., ykpaiHCbKOI0 MOBOIO; [HhopMariis i
dopma 3roaM Ha ydyacTh il TIapTHEpa Y4YaCHWII /OC/i/PKeHHS y pasi mnepebiry BariTHOCTi 3
BigxuneHHsIMU ab0 HapO/PKeHHsS AUTHHU 3 TIOPYIIEeHHSIM CTaHy 3/10poB's, ¢iHanbHa Bepcis 2.0-UA(RU)
Bif 05 kBiTHS 2022 p., pocitickkoro MoBoto; [HhopMallis A/t yuacHUKa Ta ¢popma iHhopMoBaHOI 3roAiu Ha
BifI0ip /BOX [M0OMATKOBUX 3pa3KiB KPOBi 3 MeTOH OTPHMMaHHS HOBHX JaHUX IMPO 3B’S130K reHiB Barmoi
JTUTUHU 3 11 3aXBOPIOBAHHSM i OC/iI)KyBaHUM JliKapChbKUM 3acoboM, diHanbHa Bepcis 2.0-UA(UK) Big 05
kBiTHS 2022 p., yKpaiHCbKOIO MOBOO; [HdopMmalis Aas yuyacHuKa Ta (opma iHpopMoBaHOI 3rofu Ha
Bif0ip /ABOX [0/]aTKOBUX 3pa3KiB KPOBi 3 MeTOH OTpPUMaHHS HOBHX [aHMX TpO 3B’s130K reHiB Barmoi
JUTHHY 3 11 3aXBOPIOBAHHSIM i IOC/TiZIKYBaHMM JTiKapChbKUM 3acobom, ¢dinanbHa Bepcis 2.0-UA(RU) Big 05
KBiTHS 2022 p., pocilicbkkol0 MOBOW0; OMNUTYBa/JIbHUK /i OLiHKU YyroAo0aHb MallieHTa, 1110 OTPHUMYE
ropmoH pocty, Bepcis 1.0-UA(UK) Big 16 BepecHst 2021 p, ykpaiHCbKOIO MOBOW; OMNUTYBa/lbHUK /IS
OLiHKM ymnofobaHb mMarjieHTa CTOCOBHO ropmoHa pocty, Bepcis 1.0-UA(RU) Big 16 Bepecus 2021,
poCiticbKor0 MOBO0; JTUCT 3 iHCTPYKIi€ro Ayisi 6aThKiB, iHanbHa Bepcis 1.0-UA(UK) Big 05 kBiTHS 2022
P, YKpaiHCbKOIO MOBOIO; JIMCT 3 iHCTpyKIlieto s 6aThKiB, diHambHa Bepcis 1.0-UA(RU) Big 05 kBiTHA
2022 p, pocilicbkkoro MOBOIO; ImeHTH(iKalliliHa KapTKa maijieHTa, diHanbHa Bepcis 2.0 -UA(UK) Big 05
kBiTHS 2022 p, yKpaiHCbKOIO MOBOIO; IeHTHdiKalliliHa KapTKa maijieHTa, ¢iHanbHa Bepcis 2.0 -UA(RU)
Biz 05 kBiTHs 2022 p, pOCiMCHKOIO MOBOIO

Howmep Ta gata Hakazy Ne 1265 Big 05.06.2019

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «docmimpkenHss 3 migbopy [03u A/ OWiHKA edeKTUBHOCTI i Oe3meKu 3aCTOCyBaHHSI TIperapary
BUIIPOOYBaHHs, KO/, ComananuraH (somapacitan) OAMH pa3 Ha TWXKJAeHb y TIOpPIBHSHHI 3 3aCTOCYBaHHSIM I[pernapaTy
Bepcid Ta jjata HopaitponiH® (Norditropin®) oavH pa3 Ha fieHb y AiTeld i3 3aTPUMKOIO POCTY, 10 Oy/M HapoyKeHi

MaJIMMH [j1S TeCTalliiHOTrO BiKy Ta He Ha3[0THA/M Yy 3POCTi [0 BiKy 2 poKu Ta cTapiie», NN8640-4245,
¢inanbHa Bepcisi 4.0 Big 12 rpyans 2019 p.

3asiBHUK, KpaiHa TOB «HoBo Hopgick Ykpaina»

CrnioHcop, KpaiHa Novo Nordisk A/S (Denmark)
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fogaTtka Ne 8 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 02 s 2022 poky Ne 1141»
29.07.2022 Ne 1340

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJ/leHU TIPOTOKO/ KiiHiuHOTO BurpobOyBaHHs 3 IlorpaBkoro 3 Big 03.05.2022 p.; HomaTok 2 f10
MPOTOKO/Y KiiHiyHOro pociaipkenHs 56021927PCR3003: KepiBHMUTBO 3 NpOBeJeHHsS K/IIHIYHOrO
JocaigpkenHd nig yac Benvkoro [Torpscinnas Big 02.05.2022 p.

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

Ne 589 Big 15.06.2016

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanziomisoBaHe, moBiliHe cJiine, riarie60-KOHTPOIbOBaHe, K/IiHiuHe JOCTipKeHHs1 3 ¢a3u mpernapary
JNJ-56021927 y marjieHTiB 3 BUCOKHM PHW3HKOM JIOKa/li30BaHOTO ab0 MiCIIeBO-PO3MOBCIO/PKEHOTO PaKy
rnepeMixypoBoi  3a/l03d, 110 OTPUMYKOTh JIIKYBaHHS TEepBHHHOK IIPOMEHEBOK  Teparii€ro»,
56021927PCR3003, IlompaBka 2 po IIporokosy kiiHiuHOro pociaigkeHHs 56021927PCR3003 Bix
05.11.2020 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




