JonaTtox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00iB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
Vkpainu Big 24 nmunuas 2021 poky Ne 1553»
20.08.2021 No 1773

Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
BepcCis Ta gaTta

Binkpute, JOBrocTpokoBe po3LIMpEHEe IociimkeHHs bpasukymalby y marieHTiB 3 xBopoOorw Kpona Bin
cepennboro jo Baxkkoro crynens aktuBHocTi (INTREPID OLE), kox mocmimkenns D5271C00002,
nonparka 3, Bepcis 4.0 Big 02 6epe3ns 2021

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Po3unn Opa3ukymaly Ui BHYTPINIHBOBEHHHX iH’ekuiii, 720mr y daakoni 6 ma (MEDI2070, AMG 139;
bpasukyma6 (Brazikumab, MEDI2070, AMG 139)); po3umH /i BHYTPILIHbOBEHHUX iH €KILiH, y (akoHi
6mu1; 120 mr/mt (mimirpam/mininitp); Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; FISHER CLINICAL SERVICES UK LIMITED, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States; AstraZeneca AB,
Sweden; ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, United Kingdom;
Allergan Pharmaceuticals Ireland, Ireland;

bpasukymab, poszumH g miamkipHux iH’ekui, 120 mr/mn (MEDI2070, AMG 139; Bbpa3suxkyma0
(Brazikumab, MEDI2070, AMG 139)); po3uuH sl HiAIIKIPHUX 1H €KLIH, y MONEPEAHHO HAIIOBHEHOMY
mmpuii 1wty 120 mr/mon (mimirpam/misiitp); Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Vetter
Pharma-Fertigung GmbH & Co. KG, Germany; FISHER CLINICAL SERVICES UK LIMITED, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., United States;
AstraZeneca AB, Sweden; ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, United
Kingdom; Allergan Pharmaceuticals Ireland, Ireland
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Binnosinaneauii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeEHHS
BUNPOOYBaHHS B YKpaiHi

1) n.m.H., mpod. buukos M.A.

KomynansHe HekoMmepiliiiHe mianpueMctBo «KiiHiyHa JiKapHS MIBUIKOT MEIUYHOI goromMoru M. JIbBoBay,
neHTp tepamii, JIbBIBCbKUI HalllOHATBHUNA MeIWYHMN yHiBepcuTeT imeHi Jlanwna [anmuuekoro, xadenpa
teparnii Nel, MeAUYHOT 11arHOCTUKH Ta TeMaToIorii 1 Tpancdy3ioorii (akyabTeTy MiCISIUIIOMHOI OCBITH,
M. JIbBiB

2) n.m.H. 'omoBuenko O.1.

Menu4yHuii IEHTpP TOBapUCTBA 3 0OMEKEHOIO BiANOBINANbHICTIO «Xenc KimiHiky, BiJIiI racTpoeHTepoIorii,
TenaToJIOTil Ta €HIOKPUHOJIOTT MEUYHOTO KITHIYHOTO JTOCTITHUIIBKOTO IEHTPY, M. BiHHUIA

3) mikap Mamunbka A.IT.

KomyHanpHe HeKOMepIliiiHEe MiANPUEMCTBO «XepCOHChKa Michka KiTiHIYHA jikapHs iM. €.€. Kapabenema»
XepCOoHCHKOI MICBKOI pajii, racTpoTepaneBTHYHE BiIIIICHHS, M. XepPCOH

4) n.m.H., npod. bursacekumii JI.C.

Komynanene HekomepuiliHe minnmpuemMctBo «KuiBchbka Micbka KiiHIYHA JikapHs Nel8» BHKOHaBYOTrO
oprany KuiBcpkoi Mickkoi paau (KuiBCchkoi MiChKOi JIep:kaBHOT afMIHICTpallii), IPOKTOJIOTIUHE BiIICHHS,
M. KuiB

5) k.m.H. lanienko O.I.

Komynanene HexoMepuiiiHe mianpueMctBo «Mickka kiiHiuHa sikapHs Ne2 imeni mpod. O.0. HlamimoBay
XapKiBCbKOI MICBKOI pajik, MPOKTOJIOTIYHE BIIIJICHHS, M. XapKiB

6) k.Mm.H. [Tonsikosa . B.

Menuunuii 1eHTp TOBapUCTBa 3 OOMeEXeHOK BiamoBiganbHicTIO «KoHcmmiym Menikan», KIiHIKO-
KOHCYJIbTaTHBHE BiJUIIIeHHS, M. KuiB

7) 1.M.H., ipoc., 3aB. ka. CtanicnaBuyk M.A.

KomyHaneHe HekomepiiiiiHe mianpueMcTtBo «BiHHMIbKa obnacHa kimiHiuHa JyikapHa iM. M.I. Tluporosa
Binaunpkoi ob6macHoi Paam», oOnacHuii cremniani3oBaHUN KIIHIYHUN TacTPOEHTEPOJIOTIUHUN IEHTD,
Binnunpkuit HamioHansHUN MeauyHuil yHiBepcuteT iM. M.I. [Iuporosa, kadeapa BHYTPIIHbOI MEIUIIUHA
Nel, m. Binuuns

8) mikap Pimko S1.0.

KomyHanpHe HekoMepliifHe MiANPHEMCTBO «3akapraTrchka OOJacHa KIIIHIYHA JHKapHS 1MeHl1 AHJpis
HoBaxkay 3akapnaTcbkoi 0051acHOT paii, TaCTPOCHTEPOJIOTIUHE BiIIIICHHS, M. Y KIOpOJI

9) mikap Ilyrau M.M.

MeauuHuii [EHTp TOBapucTBa 3 OOMEXEHOW BiAmoBimanmbpHICTIO «MeauuHa kiiHika «braromeny,
JTKYBaJIbHO-A1arHOCTUYHUHN T1apo3au, M. Kuis

10) nmikap Jlormanini T.1.
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KomynaneHe HekomepuiiiHe mnianpuemcrBo KwuiBcbkoi obOmacHoi panu «KuiBcbka obiacHa JiKapHs»,
TeparneBTUYHE BiAaieHHs, M. Kui
11) n.m.H. N'ociogapcekuii 1.41.
KomyHnanene HexomepiiiiHe mianpueMcTBo «TepHONiIbChKa YHIBEpCHUTETChKA JIKapHs» TepHOMIIbCHKOT
obJyacHO1 paju, o0JacHUM IIEHTP TracTPOSHTEPOJIOTIT 3 TeMnaToJIOTIEr0, TACTPOCHTEPOJIOTIYHE BiJIIICHHS, M.
TepHOMiIb
12) nikap bapanenko B.M.
Mennuyauii neHTp «YHiBepcadbHa KiiHika «OO0epir» ToBapuCTBa 3 OOMEXKEHOIO BiIMOBITATBHICTIO
«KamniTtany, KliHIKO-KOHCYJIbTaTUBHE BiAauIeHHs, M. Kuis
[Ipenapatu mopiBHSIHHSA, | —
BUPOOHUK Ta KpaiHa
CynyTHi —
Marepiaiau/mpenaparu
| CyIIyTHBOI Teparii
B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




JonaTtox 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
Vkpainu Big 24 nmunas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Jocmimkennst 11l ¢asum 3 MeToro OIiHKH €()EeKTHBHOCTI Ta JOBTOCTPOKOBOI OE3MEYHOCTI TMpernapary
SHRO0302 mns iHAYKOiHHOT Ta MIATPUMYIOYOI Teparii Mali€HTIB 13 CEPEeIHBOTIKKUM 1 TSDKKUM 1epedbirom
BHPA3KOBOT'O KOJITY B aKTHBHIN (a3i», kox nocmipkenns RSJ10135, penakuis 1.0 Big 22 6epesns 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIITOBIJIAJIHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaina

«Peiicroyn baitodapma Kommani Jlimiten» [Reistone Biopharma Company Limited], Kuraii

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

tabnerkn SHR0302 (SHR0302; 1639419-51-4; SHRO0302 tablets); Tabierku, BKPHTI ILIiBKOBOIO
obononkor; 4 mr; «Jiangsu Hengrui Medicine Co., Ltd.» Kwuraii; «Catalent (Shanghai) Clinical Trial
Supplies Co., Ltd.», Kuraii; «Catalent Germany Schorndorf GmbH», Himeuunna;

[Tnane6o no Tabnerku SHRO0302, TabneTrku, BKpUTI IJIIBKOBOIO 000s0HKOIO; «Jiangsu Hengrui Medicine
Co., Ltd.» Kuraii; «Catalent (Shanghai) Clinical Trial Supplies Co., Ltd.», Kuraii; «Catalent Germany
Schorndorf GmbH», HiMmeuurnna

Bianosinanbawmii (i)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) x.m.H. [anenko O.T.

KomyHaneHe HexkomepuiiiHe mianpueMcTBo «Micbka KkiiHIuHA JikapHs Ne2 imeni npod. O.O. llamimoBa»
XapKiBCbKOI MICBKOT pajiv, MPOKTOJIOTIYHE BIJAICHHS, M. XapKiB

2) k.M.H. [loporaBuesa I'.A.

Kniniuna mikapHs «@eodanis» [lepxkaBHOro yIpaBliHHS CIpaBaMH, KOHCYJIbTaTUBHA TOMIKIIIHIKA
KOHCYJIbTATHBHO-/IIaTHOCTUYHOTO TIEHTPY, M. KuiB

3) k.M.H. Ky3bpMmiHcbka O.b.

Ob6nacHe KOMyHalbHe HEKOMEpIiiiHe miAnpueMcTBO «UepHiBelbka JIKapHA MIBUAKOI MEIUYHOT
JIOTIOMOTW», TACTPOSHTEPOJIOT UHE BiIUIeHHS, M. UepHiBIi

4) k.Mm.H. KoBans B.1.

KomyHaneHe HekomepIiiiHe mianpueMcTBo «Yepkacbka obacHa jgikapHsa Yepkacbkoi 001acHOI paan»,
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MIPOKTOJIOTTYHE BiAAUICHHS, M. Uepkacu

5) mikap FOpkiB A.€.

KomyHnanpHe HEKOMepITiiiHe mianpueMcTBO «Oecbka ob1acHa KiiHIvHA JTikapHss» Onecbkoi 00J1acHOT paiu,
OO6uiacHU# TacTPOSHTEPOJIOTIUHUHN IISHTP, MOJIKIiHIYHEe BigaiieHHs, M. Oneca

6) mikap Manuipka A.IL.

KomyHaneHe HeKoMepIliiiHe MinpUEMCTBO «XepCOHChKa MichKa KiliHi4HA JikapHs iM. €.€. Kapabenemay
XepCcoHCHKOI MICBKOI pajiu, raCTpOTEparieBTUYHE BIAIIICHHS, M. XEpCOH

7) nikap Mapuyk O.B.

Komynanene mignpueMcTtBo «BonuHchka o0OnacHa KiliHIYHA JikapHsS» BonuHChkoi obOnacHoi panw,
XipypriuHe BiiieHHs (€HJIOKPHHHOI Ta a00MIHAILHOT MATOJOTIT) 3 IPOKTOIOT1YHUMH JiXKKaMu, M. JIymbk
8) k.M.H. I[Tossixosa I'.B.

Menn4yauii HEHTP TOBAPUCTBA 3 OOMEXKEHOIO BiAMOBINaNbHICTIO «Mennunuii nentp «Koncmniym Memgikamy,
racTpPOSHTEPOJIOTIYHI IMaJlaTh CTallioHAPHOTO BiyIUIeHHS, M. KuiB

9) x.M.H. Omiitauk O.1.

KomyHnanpHe HexomepliliHe miAgnpueMcTBo «Micbka mikapas Ne6» 3amopi3bkoi MICBKOi  paju,
racTPOCHTEPOJIOTIYHE BIIIIIICHHS, M. 3aITOPIXOKS

10) n.m.H., mpod. [Tpuctyma JI.H.

KomyHnaneHe Hekomepuiiine mianpuemctBo CyMmcbkoi oOmacHoi paan «CyMmcbka oOlacHa KiiHIYHA
JIKapHs», TepaneBTUYHEe BigaiieHHs, CyMChbKUHM Jep:KaBHUN yHiBepcUTeT, MenuuHuil i1HCTUTYT, Kadeapa
BHYTPIIIHBOI MEUIIMHU 3 LIEHTPOM pecnipaTopHOi MeauiuHu, M. Cymu

11) 3aB. Bia. Pomanis O.I1.

KomynansHe HekomepiiiftHe mignpueMcTBo «OOnacHa KiiHIYHA JikapHs [BaHO-®paHKIBCHKOI 00JIaCHOT
pazu», TaCTPOCHTEPOJIOTIYHE BiJIUICHHS, M. [BaHO-DpaHKiBChK

12) nikap Casiupka JI.M.

MenuuHuii IEHTP TOBAPHUCTBA 3 0OMEKEHOIO BiAnoBiAabHICTIO «Memibop [lmtocy, BimaiaeHHs cTamioHapy,
M. JKutomup

13) nmikap Ckubano C.A.

Mennuauii nentp «Ok!KiiHik+» ToBapucTBa 3 00MEXEHOIO BiJNOBIANBHICTIO «MIDKHAPOIHUN IHCTUTYT
KJIIHIYHUX JOCIIHKEHBY, BIIIII TaCTPOSHTEPOJIOTIT Ta TeMaToOoTii CTalliOHapHOTO BiaiIeHHs, M. KuiB

14) x.m.H. TomamkeBuy I'.1.

KomyHanpHe HexKoMepIiiiHe nianpueMcTBo «BiHHUIbKA MiCbKa KIliHIYHA JIIKapHS Nely,
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racTpOEHTEPOJIOTIUHE BiIIIJICHHS, M. BiHHHIISA

15) x.m.H. banuupkuit B.B.
KomyHanpHe HekOMepIlifiHE MiIMPHEMCTBO «XMeJNbHHUIIbKA OOJIacHa JIiKapHS» XMEJIbHUIBKOI 00sacHOT

paau, BiIUIiIEHHS IPOKTOJIOTIT, M. XMEIbHUIILKHA

16) 3aB.Bia. 300piBchKkuid S1.M.
Komynanene HekomepiiiiHe mianpueMcTBo JIbBiBChbKOi oOmacHoi pamu «JIpBiBcbka oOnacHa KIiHIYHA

JiKapHs», Xipypriune BigaiiaeHHs Nel, M. JIbBiB

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

Cmaptdon «Apple iPhone 6S» (momens A1688) (eneKTpOHHMI ONMHUTYBaJIbHUK, IO BUKOPUCTOBYETHCS 3
MeTor0 peectparii cumnromiB BK namientis). Bupoouuk: «Apple Inc.», CILHA.

B.o. renepaibHoro qrupektopa Jlupekropary

dhapmaneBTHYHOrO0 3a0e3ne4YeHHs

Isan 3AZIBOPHUX




Honatox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBHs 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
Vkpainu Big 24 nmunas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MOJABIMHE CIirne AOCTDKEHHS (a3u 3 s OIiHKA CSPEKTUBHOCTI Ta OE3MEeYHOCTI
3aCTOCYBaHHS BenOMi3ymMaly A BHYTPIIIHHOBEHHOTO BBEJEHHS SK MIATPUMYIOUOi Tepamii y Malli€HTiB
JUTSYOTO BIKY 3 AKTUBHUM BHPA3KOBHUM KOJITOM BiJ MOMIPHOTO JO TSDKKOTO CTYIEHS, y SIKHX Oyio
JMOCATHYTO KIIIHIYHOi BIAMOBiAlI mMicisg Tepamii BeqosizymMaOboM [UIsi BHYTPIIIHBOBEHHOTO BBEACHHS Y
BiKpuTOMY pekuMiy, koa nociipkenns MLN0002-3024, npotokoun 3 monpaskoro 1 Bix 16 mortoro 2021 p.

3asBHUK, KpaiHa

ToapuctBo 3 OOmexeHorwo BiamopiganbhicTio «KoHTpakTHO-Jlochigauipka Opranizamis [HHOpapM-
YkpaiHa»

Crnoncop, kpaina

Taxena /leenonment Cenrep Amepikac, [uk., Cnomydeni Hltatu (Takeda Development Center Americas,
Inc., USA)

[epenik 1ocmiaKyBaHUX
JIKapChKUX 3aC001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Vedolizumab (Bemomizymad, MLN0002, Entyvio, Entusio, KYNTELES, KUHTEJIEC) (Vedolizumab);
[Topomok nans NPUTOTYBaHHA KOHIEHTpATy A po3uuHy st 1Hpy3id, 300 wmr/¢uakon; 300 wmr
(mimirpam(iB)); Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services, USA; Almac Clinical Services, USA; Fisher Clinical Services Inc.,
USA; Fisher Clinical Services, USA,; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Takeda Austria GmbH, Austria

Binnosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., pod. bepesenko B.C.

Kninika [lepxaBHoi YcranoBu «IHCTUTYT meniatpii, akymiepcrsa 1 riHekosorii iM. akaa. O.M. Jlyk'sHoBoi
HAMH VYxkpainuy, BiAIiIEHHS T€MaToOTIi 3 IEHTPOM AUTSIUO01 renatomorii, M. Kuis

2) k.M.H. 3urano B.M.

Kninika nepkaBHOT ycraHoBU «HamioHanbHMII HayKOBUUM IEHTp panianiiHoi meaunuHu HarioHanbHOT
akajeMii MEIUYHUX HayK YKpaiHW», BIIUT pamiamiitHoi meiaTpii, BPO/KEHOI Ta CHaJKOBOI MAaTOJOTIi,
M. KuiB
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[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi - Tectn Ha BariTHICTH;
MaTtepiaiu/mpenaparu - JIaGoparopHi Habopu;
CYIyTHBOI Tepartii - Min-Makc TepMoMeTpH;

- Kabeni Ta HOyTOYKH JIsI €HJOCKOIT,

- Hpyxosani matepiamu IMPACT I, PUCAL,
- Apple iPhone 6S (enekTpoHHI MOACHHHUKH);
- Apple iPhone 7 (eneKTpoHHI IIOAEHHUKH);

- Apple iPad 6 (enekTpoHHiI IIO/ICHHUKH);

- OpaJIbHI/TUMIIaHIYHI TEPMOMETPH.

B.o. renepanbHoro rupexkropa Jlupekropary
(papmaneBTHUYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Honartox 4

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU J10 n1oaaTtka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
Vkpainu Big 24 nmunas 2021 poky Ne 1553»
20.08.2021 No 1773

Hassa xiiniyHOro
BUIIPOOYBaHHSI, KOJI,
Bepcis Ta Jara

«bararolieHTpoBe  BIIKpHUTE paHIOMI30BaHE JOCHIDKEHHS (a3u 2D  [0JeHHOro MepopabHOIO
3actocyBanHd LUM-201 mpotsirom 6 MicsIiB y paHille HE JIKOBaHHMX MAiTel MpernyOepTaTHOro BIiKY 3
nedimurom ropmony pocry (AI'P), y mapanensHHX rpymax, 3 aKTHBHUM KOHTPOJIEM», KO JOCIiIKEHHS
LUM-201-01, Bepcis 4.1 Bix 29 kit 2021

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpaina»

Cnoncop, kpaiHa

Lumos Pharma, Inc. (Jlromoc ®apwma, [uk.), CHIA

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

LUM-201 (Ibutamoren mesilate, idyramopen me3unar) (LUM-201; 159634-47-6 159752-10-0 (mesilate);
Ibutamoren mesilate (INN), Ibutamoren mesylate (USAN)); TaGieTku, BKpUTi TUTIBKOBOKO 00O0JOHKOO; 9
mr; Mayne Pharma Inc., USA,;

LUM-201 (Ibutamoren mesilate, i6yramopen mesmiar) (LUM-201; 159634-47-6 159752-10-0 (mesilate);
Ibutamoren mesilate (INN), Ibutamoren mesylate (USAN)); TaGiieTku, BKpUTI IUTIBKOBOIO OOOJIOHKOIO;
18 mr; Mayne Pharma Inc., USA;

LUM-201 (lIbutamoren mesilate, ioyramopen me3unar) (LUM-201; 159634-47-6 159752-10-0 (mesilate);
Ibutamoren mesilate (INN), Ibutamoren mesylate (USAN)); TabiaeTku, BKPHUTI IJIiBKOBOKO OOOJIOHKOIO;
36 mr; Mayne Pharma Inc., USA

Binnosinanbawmii (1)
JOCTIAHMK (1) Ta MicLie
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1)a.m.H., mpod. bonsimosa O.B.

HepxaBHa ycTaHOBa «[HCTUTYT eHIOKpUHOJIOTIT Ta 00MiHy peuoBuH iM. B.I1. Komicapenka HarionanpHO1
akazeMii MeIMYHUX HayK YKpaiHw», BUITITICHHS TUTAY01 €HAOKPUHHOI MATOJOTIl, BIALT TUTIIOT
€HJOKpUHHOI matoJorii, M. Kui

2) 1.M.H., po., wieH-kop. HAMH VYkpainu Apses M.JL.

KomynansHe HEKOMepITiiiHe MiAnpueMCTBO «Oecbka o0acHa IUTsIYa KiIiHIYHA JTiKapHs» OnechKoi
oOacHoi paju, BiIIEHH He(POIOTii 3 eHAOKPUHHUMHU JiKKaMu, OJIeChbKUil HalllOHATILHUNA METUYHUN
yHiBepcuteT, kadeapa neaiarpii Nel, m. Oneca
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3) 3as. Big. Crensia O.B.
KomyHaneHe HEKOMepIiiiHe MiAIPUEMCTBO «3anopi3bka o01acHa KIiHIYHA UTsYA JIKapHs» 3anopi3bKol
00J1acHO1 pajiy, eiaTPUIHE BULIUICHHS, M. 3amOpiaHOKs

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

Norditropin® (Hopaitpomin®) (12629-01-5; Comarpomnin (Somatropin) (INN)); po3uun mns in’exuiid; 1,5
MJI PO3YMHY TSl 1H €K1 MICTUTH 10 Mr comaTpoIiHy J0CkKoro 6iocuHTeTnuHoro (pexkombinanTHa JIHK,
onepxana 3 E. coli); 6,6667 mr/mir; Novo Nordisk A/S, Denmark

CynytHi
MaTtepiaiu/mpenapaTu
CYNYTHBOI Teparii

JlaGopatopni HabGopu, EKI' oOGmamHanns, HaOopu myig 1H'€KIiH, TEPMOCYMKH IS TPAHCIOPTYBaHHS
Norditropin® (Hopaitpomia®)

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




JonaTox 5

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
Vkpainu Big 24 nmunas 2021 poky Ne 1553»
20.08.2021 No 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[IpocrieKTBHE BIAKpPUTE HEMOPIBHsIIbHE OararoreHTpoBe jgocmipkeHHs I ¢asuw  ang  omiHKM
dbapMakoKiHETHKH, e(hEeKTUBHOCTI, IEPEHOCUMOCTI Ta 0€3MeYHOCTI Ipenapary iMyHOTI00Yy iH JTOIUHU IS
nigmkipaoro BeeneHHs (HploHOpM) y MAIli€eHTIB i3 MEPBUHHUMHU IMYyHOAE(DIIUTHUMH 3aXBOPIOBAHHIMMN,
koz nocnimkenass NORM-01, Bepcist 03 Bix 05 tpasust 2021 poxy

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

Cnoncop, kpaiHa

«Oxkradapma Dapmarnesruka [Ipogykrionclec m.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.),
ABcTpis

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

HetonopM (iMmyHOrOOYIMiH Mr0auHN HOpManbHuit 20% muist /i1 BBeACHHS; po34unH s iHQys3iit; 180 - 220
mr/ma; Octapharma Pharmazeutika Produktionsges.m.b.H., Asctpis; Clinigen Clinical Supplies
Management GmbH, Himeuunna

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) a.m.H., mpod. Yom’six B.B.

KomyHnaneHe HexoMepuiiiHe mianpueMcTBo JIbBiBChbKOi 00sacHOi paau «JIbBiBChKUI 0OMacHUM KIIIHIYHUN
JIarHOCTUYHUN LHEHTp», PerioHanbHuil LeHTp aneprosiorii Ta KJIiHIYHOI iIMyHouIor1i, M. JIbBIB

2) k.M.H. SIkumoBuu C.A.

KomynansHe HekoMepuiiiHe nianpueMcTBo «KuiBchbka Michbka JUTsYa KiIiHIYHA JikapHsa Nel» BUKOHABUOTO
oprany KuiBcbkoi Micekoi paau (KuiBchkoi Micbkoi jAep:kaBHOI aamiHicTpamii), KoncynpraTnBHa
MOTIKJTIHIKA, BUIIJIEHHS KJIIHIYHOI IMyHOJIOT11, M. KHiB

3) n.m.H., npod. Koctrouenko JI.B.

KomyHnaneHe HexomepuiiiHe mianpuemMctBo JIbBiBcbkoi — obiacHOi  paau
CHeIiali30BaHM TUTSYUNA MEAUYHUN [IEHTP», IeAiaTpUIHe BiJineHHs, M. JIbBiB

«3axiIHOYKpaTHChKUN
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[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi - AmOynatopuuii indy3iitauit Hacoc CRONO S-PID 50;
MaTtepiaiu/mpenaparu - AmOynartopuwuii in¢ys3iitnuii Hacoc CRONO S-PID 100;
CYIYTHBOI Tepamii - PesepByap 50 M1 CRN® CRONO® 1t BUuKOpucTanHs 3 amOynaropaum iHpy3iitHIM Hacocom CRONO;

- PezepByap 100 M1 CRN® CRONO® mist BuKopuctanHs 3 amOynaropuuM iHdy3iinum Hacocom CRONO,;
- un s BuBemeHHs Ta acmipamii po3unHiB Ta npemnapatiB MiniSpike-CRN® st BukopucTaHHS i3
mmpunesuM pesepByapom CRN® CRONO®);

- [loagiitamii Y-Habip /i iH]y3ii po3unHIB Ta MpenapariB OAHOYACHO Yy 2 pi3HUX MicIsax iHDy3ii Y-SET®);
- Habopu mis indysiit Neria ™ rta 6ararokomiuiekTHi Habopu Neria ™ 3 rojkamu ta TpyOKaMu pi3HOT
JIOBXKHHU;

- Tepmocymka 14 -51 nmns TpaHCHOPTYBAaHHS JOCITIDKYBAHOTO IIperapary JJ0JAOMY MK Bi3UTaMH
IOCIIIKEHHS

- KopoOka st roctpux npeametiB 11 — st 30epiranHsi BAKOPUCTAHUX 1HPY31HHAX MaTepiatiB.

Kommanis, sika ni€ 3a JOBIpEHICTIO, SKy HaJaB CHOHCOp YM 3asBHHK Ha BBE3CHHS JOCITIHKYBaHUX
Jikapcbkux 3aco0iB Ta cymyTHix MatepianiB: TOB «ABIHEKC YKP» (Avinex Ukr, LLC), Ykpaina

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Isan 3AZIBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPUKCHHS CYTTEBUX IMOTPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYxpainu Big 24 numas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baratorieHTpoBe, paHIOMI30BaHe, MOJBIMHE Clile, MIaned0 KOHTPOJbOBAHE KIIIHIYHE MOCITIKeHHS 3D
da3u g omiHKK edEeKTUBHOCTI Ta OE3MEYHOCTI MPU3HAYEHOrO MiAIIKIPHO T'ycellbkyMaly y Malli€HTIB 3
AKTUBHHUM IICOPIaTHYHUM apTPUTOM, SIKi paHillle Malyd HEAOCTATHIO BIAIMOBIAb Ta/ab0 HEMEPEHOCHMICTh
JIKyBaHHS OJIHUM 3 1HT101TOpIB (hakTOpy HEKPOo3y MmyxJuH aibday, kox nociimkenas CNTO1959PSA3005,
Bix 13.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnioHcop, kpaiHa

«IHCCEH ®APMAIEBTUKA HBy», benbris

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

rycenbkyma0, rycenkymad, guselkumab, TREMFYA® (CNTO1959; SUB179789 JNJ-54160366;
guselkumab); Po3uun mus iH'ekiii 'y momepeaHbo 3amoBHeHomy Immpuii, 1 mr; 100 mr/mur; Janssen
Pharmaceutica NV, Bensrisi; Cilag AG, Ilseiinapis; Fisher Clinical Services GmbH, Illgeituapisi; Fisher
Clinical Services, CIIIA; Catalent Pharma Solutions, Kwuraii; Catalent Germany Schorndorf GmbH,
Himeuuuna; Catalent Pharma Solutions, LLC, CIIIA,;

[Tnae6o mo rycenbkyma0, rycenkymad, guselkumab, TREMFYA®, Po3uun mis iH'ekiiit y monepenHbo
3anmoBHeHoMy mmmpuil, 1 mir; Janssen Pharmaceutica NV, Bensrisi; Cilag AG, Illseiinapis; Fisher Clinical
Services GmbH, IlIsetinapis; Fisher Clinical Services, CIIIA; Catalent Pharma Solutions, Kuraii; Catalent
Germany Schorndorf GmbH, Himeuunna; Catalent Pharma Solutions, LLC, CIITIA

Bianosiganbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) x.m.H. I'apmim O.O.

HepxxaBHa ycraHoBa «HamioHanpHuii HaykoBUHM 1EeHTp «IHCTHUTYT Kapniosorii iMeHi akajeMika
M.J. Crpaxecka» HamioHanpHOi akaneMii MeAMYHUX HayK YKpaiHH, BT HEKOPOHAPHUX XBOPOO cepist
Ta peBmarouiorii, M. Kuis

2) k.M.H. Kneban f1.1.

KuiBcbka KIiHIYHA JiKapHsA Ha 3ali3HUYHOMY TpaHcrmopTi Ne2 ¢imii «LleHTp OXOpoHHM 370pOB’s»
AKITIOHEpHOT0 TOBapuCTBa «YKpaiHChbKa 3aJII3HULIS), BIIIEHHS AGHHOTO cTalioHapy, M. Kuis
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3) nikap Kypuipuuk 1.B.

Menu4yauii HEHTP TOBAPUCTBA 3 OOMEXKEHOIO BIAMOBIJaNbHICTIO «Menuunuit nentp «Koncmiiym Menikany,
KJIIHIKO-KOHCYJIbTaTUBHE BijiieHHs, M. Kui

4) k.M.H., o Tpuminka C.A.

KoMmyHanpHe HekoMeplliiiHe MiAmpUeEMCTBO XapKiBcbKkoi obnacHoi pamu «OO6nacHa KIIIHIYHA JIKApHS,
KOHCYJIbTaTMBHA MOJIKIiHIKa, M. XapKiB

[Ipenapatyu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenapari
CYNYyTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPUKCHHS CYTTEBUX IMOTPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYxpainu Big 24 numas 2021 poky Ne 1553»
20.08.2021 No 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpOBe, paHJAOMI30BaHe, TOJBIWHE CIile, IUIaned0 KOHTPOJIhOBAHE KINIHIYHE MOCHIHKCHHS 4
da3u g omiHKK edEeKTUBHOCTI Ta OE3MEYHOCTI MPU3HAYEHOrO MiAUIKIPHO TycelbKymaly y MAlli€eHTiB 3
AKTUBHUM aKCiaJbHUM IICOPIATUYHUM apTPUTOM, SIKI HIKOJM HE OTPHUMYBAIM OI10JIOTIYHY Tepamiio», KOA

nociipkenas CNTO1959PSA4002, Bix 14.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTHUKA HBy, benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbrist

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

I'ycenpkyma0; rycenkyma0; guselkumab; TREMFYA®; CNTO1959; SUB179789; JNJ-54160366; po3uun
JUTS 1H'€KIi# y mornepenHbo 3amoBHeHoMy tmpuiti, 1 mur; 100 mr/mit; Janssen Pharmaceutica NV, Benbris;
Cilag AG, IlIsetiniapis; Fisher Clinical Services GmbH, Illseiinapis; Fisher Clinical Services, CIIA;
Catalent Pharma Solutions, Kuraii; Catalent Germany Schorndorf GmbH, Germany; Catalent Pharma
Solutions, LLC, CIIIA;

[Tnae6o 10 rycenpkymab (rycenxkymad, guselkumab, TREMFYA®), Po3uun mais iH'ekiiiii y momnepeaHbo
3anmoBHeHoMy mmmpwuiri, 1 mir; Janssen Pharmaceutica NV, Bensrisi; Cilag AG, Illseiinapis; Fisher Clinical
Services GmbH, Illseituapis; Fisher Clinical Services, CIIIA; Catalent Pharma Solutions, Kuraii; Catalent
Germany Schorndorf GmbH, Germany; Catalent Pharma Solutions, LLC, CIIIA

Binnosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) k.m.H. T'apmim O.0.

HepxaBna ycranoBa «HamionaneHuit HaykoBuil 1eHTp «IHCTUTYT Kapziojorii iMeHI akajaemika
M. Crpaxecka» HarionanpHoi akaneMii MEIMYHUX HAyK YKpaiHH, BIIILT HEKOPOHAPHHUX XBOPOO cepiist
Ta peBMaroiorii, M. Kuis

2) k.M.H. Kneban f1.1.

KuiBchbka KiiHIYHA JiKapHS Ha 3aii3HUYHOMY TpaHcnopti Ne2 ¢imii «lleHTp oXopoHH 310pOB’s»
AKIII0HEpHOT'O TOBapUCTBA «YKpaiHChKa 3aIi3HULIS», BIUIIIEHHS IEHHOTO cTarlionapy, M. Kuis
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3) k.Mm.H. Tpuninka C.A.

KomyHaneHe HekoMepuiliHE MiImpueMCTBO XapKiBcbkoi oOmacHoi pamm «OOinacHa KIIIHIYHA JKapHS»,
KOHCYJIbTaTHBHA TOJIIKJIIHIKA, M. XapKiB

4) n.m.H. JIeBuenko O.M.

KomyHnanpHe HekomepiiiiHe mianpueMcTBo «Opechbka oOrnacHa KiiHIYHA JikapHs» Opnecbkoi obiacHOT
paany, MomkIiHIYHe BigaiuieHHs, M. Oneca

[Ipenapatyu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenapari
CYNYyTHBOI Teparii

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




JonaTtox 8

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
Vkpainu Big 24 nmunas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanyomizoBaHe, TOJBIHE cliinie, IUIane00-KOHTPOIbOBaHEe JociimkeHHs ¢asu [l ans  BUBYCHHSA
dapmakokineTHky, (apmakoguHamMiyHuX edekTiB 1 OesmeuyHoctTi mpemapaty FTO11 ans mepopaibHOrO
3aCTOCYBaHHS B YYAaCHUKIB JOCHIUKCHHS 13 IUQY3HHM CHCTEMHHM CKJIEPO30M», KO JOCIIIKCHHS
CER-FT011-SSc01, Bepcis 1.4 Big 11 mororo 2021 poky

3asiBHUK, KpaiHa

[TinnpuemcTBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Certa Therapeutics Pty Ltd, Australia

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

FT011 (FTO11; FTO11); karicyna; 100 mr; Cambrex (formerly Avista Pharma Solutions, Inc.), USA; Avista
Pharma Solutions, Inc., USA; Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland;

FTO11 (FTO11; FTO11); xancyna; 200 mr; Cambrex (formerly Avista Pharma Solutions, Inc.), USA; Avista
Pharma Solutions, Inc., USA; Almac Clinical Services, USA; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland,;

[Tnare6o 10 FTO11 100 ta 200 mr; xancynu,; Cambrex (formerly Avista Pharma Solutions, Inc.), USA;
Avista Pharma Solutions, Inc., USA; Almac Clinical Services, USA; Almac Clinical Services Limited,
United Kingdom; Almac Clinical Services (Ireland) Limited, Ireland

Binnosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeEHHS
BUINIPOOYBaHHS B YKpaiHi

1) nixap Kapnenko O.O.

Mennunanit neatp «Ox!KiiHik+» TOBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHAPOJIHHUN 1HCTHTYT
KIIHIYHUX JOCTIKEHBY, BIIUILI TEpallii, peBMATOJIOTi] Ta Kap Ii0JIoTii cTarlioHapHOTo BiaaiieHHs, M. Kuis
2) k.M.H. Tkauenko M.B.

Komynanene minnpuemcrBo «llontaBcbka obnacHa kiiHiyHa JikapHs iM. M.B. CkiigocoBcbkoro
[TonraBcrkoi 06macHOT paan», O0IacHUI JTIKYBaJIBHO-1aTHOCTHYHUN PEBMATOJIOTIYHUHN IIEHTP, Y KpaiHChKa
MeJIMYHa CTOMATOJIOTIYHa aKajieMis, Kadeapa ciMeiiHoi MeuIuHH 1 Tepanii, M. [Tonrasa
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[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi —
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




JonaTox 9

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00iB Ta
3aTBEPUKCHHS CYTTEBUX IMOTPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYxpainu Big 24 numas 2021 poky Ne 1553»
20.08.2021 No 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonienTpoBe, paHIOMi30BaHE, MOJBIHHE Cllile, IUIANE00-KOHTPOIbOBAHE AOCTIKEHHS (azu 3 uist
OLIHKK e(eKTHUBHOCTI Ta Oe3MeYHOCTI MiAIMIKIPHOTO BBEIEHHS aHipponymady TOpOCIHMM Malli€eHTaM 3
CUCTEeMHHM YEPBOHUM BOBYAKOM», koJ jgociipkeHHs D3465C00001, sepcis 2.0 Big 16 rpynas 2020 poky

3asiBHUK, KpaiHa

ITinmpuemctBo 3 100% 1HO3eMHOIO iIHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

AstraZeneca AB, Sweden

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Anipponymad (MEDI-546; Anidponymal); po3uuH s iH €Kil y monepeaHs0 HarmoBHeHOMY mmmpuii 0,8
mi; 150 mr/mi; Vetter Development Services USA, Inc., USA; MedIlmmune, LLC, USA; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Fisher Clinical Services UK Limited, United Kingdom; Fisher
Clinical Services Inc, United States; AstraZeneca AB, Sweden; Medimmune Pharma, B.V., Netherlands;
MedImmune Limited, United Kingdom; AstraZeneca UK Limited, United Kingdom;

[Tnane6o no Anidpomymad, po3uuH ais iH €Kil y monepeaHbo HamoBHeHomy mmmpuii 0,8 mi; Vetter
Development Services USA, Inc., USA; Medimmune, LLC, USA; Vetter Pharma-Fertigung GmbH & Co.
KG, Germany; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical Services Inc, United
States; AstraZeneca AB, Sweden; Medimmune Pharma, B.V., Netherlands; Medlmmune Limited, United
Kingdom; AstraZeneca UK Limited, United Kingdom; Fisher Clinical Services Suzhou, P.R. China
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Binnosinaneauii (1) 1) k.m.H. Kauyp B.B.
JOCITITHUK (M) Ta MicIie Mennunuii neatp «Ok!KiiHik+» ToBapucTBa 3 0OMEXKEHOI BIAMOBIAAIBHICTIO «MDKHApOJIHHN 1HCTHTYT
(s1) mpoBeeHHS KIIHIYHUX JOCIIKEHBY, BT Tepallii, peBMaTOIOTil Ta Kap ioJorii cTallioHapHOoTro BiaiieHHs, M. Kuip

BUIpoOyBaHHs B Ykpaini | 2) 1.M.H., mpod. SApemenko O.b.

Komynansne HexoMmepiiiae mianpueMcTBo «KuiBcbka Michka KiliHiuHA JikapHs Ne3» BUKOHABUOTO OpraHy
KwuiBcbkoi wmicekoi paau (KuiBchbkoi MICBKOT JepaBHOI afMiHicTpallii), KapIioJIOTi4HE BIAJAUICHHS 3
NajaTol0 I1HTEHCHBHOI Tepamii, B T.4. 3 JIDKKaMH 1H()APKTHOrO Ta peBMATOJOriYHOro mnpodimio,
Hamionansuuii Mmeguuamii yHiBepcuteT iMeHi O.0. boroMosbiis, kadenpa BHyTpilIHbOI MeauiiuHA Ne3, M.
Kuis

3) 3aB. Bia. Kynuk A.B.

KomyHanpHe HEKOMEpIliiiHEe mianpueMcTBo «Yepkacbkka obOiacHa JikapHs YepkachbKoi 00JIacHOT paiwy,
KapIi0peBMaTOJIOTI4YHE BijaisIeHHs, M. Yepkacu

4) nikap Kypunbuuk 1.B.

MenuuHuil IIEHTp TOBapUCTBa 3 00MEXEHOI0 BiANOBigaNbHICTIO «Mennunuii nentp «Koncuniym Mexikany,
KJIIHIKO-KOHCYJIbTaTHBHE BiIiieHHs, M. KuiB

5) n.m.H., mpod. Pexanos JI.T".

Mennunnii ieatp TOB «CyvacHa KimiHiKa», M. 3aOpiI¥Ks

6) k.M.H., 3aB. Big. I'purierko I'.M.

KomyHanpHe HekomepliliHe MiIIPUEMCTBO «4-a MIChbKa KIIHIYHA JIKapHS M. JIbBOBa», peBMAaToJIOTiuHE
BigmineHHs, M. JIbBiB

7) nikap 3s0uerko M.T.

[TpuBaTHE Mase miAmpPUEMCTBO, MeTuUHUA HeHTp «Ilynbcy, TepaneBTHYHE BiAAUICHHS, M. BiHHUIISA

8) n.M.H., 3aB. BigaineHHsM Jlepuerako O.M.

KomyHnaneHe HekoMepuiiiHe mianpueMcTBo «Opecbka obiacHa KiiHIYHa JikapHs» Onecbkoi o6sacHOi
pamuy, omikiiHIuYHe BiaaiaeHHs, M. Oxeca

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi —
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

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




Honarox 10

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta
3aTBEPUKCHHS CYTTEBUX IMOTPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYxpainu Big 24 numas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararoneHTpOBe, paHIOMIi30BaHe, MOABIHHE CIIINE, TUIANe00-KOHTPOIHOBAHE TOCIIHKCHHS B IMapaJieIbHUX
rpynax ais OLiHKH e(eKTHBHOCTI, Oe3meyHocTi Ta nepeHocumocTi COTikIecTary B SKOCTI JOAATKOBOi
Teparnii y mamieHTiB AUTIIOr0 Ta MOJIOJ0TO0 BiKy i3 cunapomom [pase (C/)», xon nocmimxenns TAK-935-
3001, inimianbHa Bepcis Big 23 6epesns 2021 poxy

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BigmosinaneHicTio «KonTpakTtHO-/{ochinaunpka Opranizanis InHO(apm-
Ykpaina»

CrnoHcop, kpaiHa

Takena Jleenonment Centep Amepikac, [nk. (THC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas))

[lepenik mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Coriknecrar, Soticlestat, TAK-935 (TAK-935; soticlestat); Tadbmetku; 100 mr; Bushu Pharmaceuticals Ltd.
Kawagoe factory, Japan; SPERA Pharma, Inc. (momepennst na3Ba Takeda Pharmaceutical Company
Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Sumika Chemical Analysis Service, Ltd.,
Japan; Fisher Clinical Services, USA;

[Tnane6o mo Cotiknecrat, Soticlestat, TAK-935, tabnetku; Bushu Pharmaceuticals Ltd. Kawagoe factory,
Japan; SPERA Pharma, Inc. (monepenns Ha3Ba Takeda Pharmaceutical Company Limited), Japan; Sumika
Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA;

Cortiknecrar, Soticlestat, TAK-935 (TAK-935; soticlestat); Tadmetku; 20 mr; Bushu Pharmaceuticals Ltd.
Kawagoe factory, Japan; SPERA Pharma, Inc. (momepemnsi nHasBa Takeda Pharmaceutical Company
Limited), Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA,;

[Tnane6o mo Cotikiecrar, Soticlestat, TAK-935, tadbnetku; Bushu Pharmaceuticals Ltd. Kawagoe factory,
Japan; SPERA Pharma, Inc. (monepennst Ha3Ba Takeda Pharmaceutical Company Limited), Japan; Sumika
Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA
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Bianosinanbawmii (1) 1) k.m.H. [ensBa J[.1O.
JOCTITHHK (1) Ta MicIie KomyHansHe HeKoMepITiiiHe mianpueMcTBO «IBaHO-DpaHKiBChKa 00JacHA AUTsYA KIIiHIYHA JTiKapHs [BaHO-
(s1) mpoBeeHHS ®paHKiBChKOi 00JaCHOT paau», BIIIUICHHS IS JITEH 3 ypaKEHHSMHU IEHTPAIbHOI HEPBOBOI CHCTEMH Ta

BUNIPOOyBaHHs B YKpaiHi | mopymeHHsIM (QyHKIIIT OMOPHO-PYXOBOTO amnapary, M. IBano-®paHKiBCbK

2) n.m.H. Kupruenko A.T.

KomynaneHe mianpueMcTBO «JlHINIpOneTpoBCchbka OOJlacHa JWTSAYA KIIIHIYHA JIIKapHs» JIHIIPOMeTpOBCHKOT
00J1acHO1 pany», HEUPOXIPYpriuHe BIIIJIEHHS 3 HEBPOJIOTIYHUMH JIiKKaMu, M. JIHITTPO

3) k.M.H. Makenonceka 1.B.

KomyHansHe HekoMepIliiiHe mianpueMcTBO «MichKa nuTsA4a KiiHigHa JikapHs NeS» JIHITPOBCHKOI MiChKOT
paau, HEBPOJIOTIYHE BIIIIJICHHS] MOJIOJIIOTO BiKy, M. JIHITIpO

4) k.m.H. Maptuniok B.1O.

JepkaBHui 3aKia «YKpaiHCbKHIA MEIUYHUN [IEHTp peadimiTarii AiTel 3 OpraHiuHuM ypaXeHHSIM HEepBOBOI
cuctemu MiHicTepCTBa OXOPOHU 37I0POB ' YKpaiHU», KOHCYJIbTaTUBHO-IarHOCTHUYHE BigAiieHHs, M. Kuis
5) k.Mm.H. Xapuronos B.1.

Komynansne Hekomepuiiine mignpuemctBo «Kiiniuna mikapus «[ICUXIATPISI»» BukoHaB4Ooro oprany
KuiBchkoi michkoi paan (KuiBchbkoi MiChKO1 iep:kaBHOT aaMiHicTparlii), BigaiieHus Nel 1, m. Kuis

[Ipenapatu nOpiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTHi - JIaGopartopHi Habopu;
Marepiaiau/mpenaparu - Tectu Ha BariTHICTH;
CYNyTHBOI Teparii - Enextponni moaennnku eCOA (mozmens Samsung Tablet A);

- Cmaptdonu (moaens Motorola G9);
- JlpykoBaHi MaTepiaiu JjIsl Malli€HTIB

B.o. renepanbHoro nupekropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
Vkpainu Big 24 nmunas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PangomizoBaHe, BIIKpHUTE JTOCHIKCHHS 28 (ha3u 3 aKTHBHUM IIPENapaToM MOPIBHSIHHS B IKOCTI KOHTPOJIIO,
JUIA OIHKM edekTHuBHOCTI Ta Oesmeku edinoneraytuay (MK-6024) y mnamieHTiB 3 HEATKOTOJIHHOIO
YKUPOBOKO XBOPOOOIO Meduinkmu», ko gociimkenus MK-6024-001, 3 inkopriopoBaHoro nonpaskoro 01 Bix 17
motoro 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BianoBiganbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaiHa

«Mepk Ilapn enn Joym Kopn.», nouipue mianpuemctso «Mepk ena Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[lepenik mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Edinonernyrun (Efinopegdutide) (MK-6024; Edinonernyrun (Efinopegdutide); MK-6024); crepunbHMii
pO3YMH Ui iH’€KLiil y monepenHbo HarmoBHeHoMy mimpuii; 5 mr/ 0.25 mu (mimirpam/mininitp); Almac
Clinical Services, USA; Almac Clinical Services Ltd, United Kingdom; Hanmi Pharm. Co., Ltd./Pyeongtaek
Complex, South Korea;

Edinonernyrun (Efinopegdutide) (MK-6024; Edinonernyrun (Efinopegdutide); MK-6024); crepunbHMii
po3uuH Ui iH’eKwiil y monepenHbo HamoBHeHoMy mimpuiti; 10 mr/ 0.5 mu (mimirpam/mininitp); Almac
Clinical Services, USA; Almac Clinical Services Ltd, United Kingdom; Hanmi Pharm. Co., Ltd./Pyeongtaek
Complex, South Korea
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Binnosinaneauii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeEHHS
BUNPOOYBaHHS B YKpaiHi

1) n.m.H., mpod. Konecnikora O.B.

HepxaBHa yctaHoBa «HamionaneHuii iHCcTUTYT Teparrii imeHi JI.'T. Maioi HartionanpHO1 akajaemii MeTuaHuX
HayK YKpaiHu», BIJJIiT BUBYECHHS TMPOLECIB CTapiHHSA 1 NpOQUIAKTUKH MeTaboIiyHO-acoLiHOBaHNX
3aXBOPIOBaHb, KJITHIKO-TEPANICBTUYHE BIIUICHHS, M. XapKiB

2) n.m.H. [TuBoBap C.M.

HepxaBHa yctaHoBa «HamionansHuii iHCTUTYT Teparrii iMmeHi JI.'T. Maioi HartionansHO1 akazaemii MeTuaHuX
HayK YKpaiHWy», BIIAIT KIiHIYHOI (apmakosorii Ta (apMakoreHeTHMKH HeiH(EeKUIHHUX 3aXBOPIOBaHb,
KJIIHIKO-/1IarHOCTUYHE TepareBTUYHE BIIIIJICHHS, M. XapKiB

3) k.mM.H. Omiitark O.1.

KomyHnaneHe HexomepiiiHe mianpueMctBo «Micbka mikapHs Ne6» 3amopi3bkoi MiICBbKOi  paju,
racTPOCHTEPOJIOTIYHE BIIIIICHHS, M. 3aITOPIKKS

[Ipenapatu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

Cemarnytua (Semaglutide) (Ozemmik™, (Ozempic®); Cemarnyruz (Semaglutide)); posuun mist iH’ €Ki y
HOTNepeIHBO HAMOBHEHI# mmpui-pyutt; 0,25 mr/ 0,19 ma (minirpam/mininitp); Almac Clinical Services Ltd,
United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Novo Nordisk A/S, Denmark;
Cemarnyrua (Semaglutide) (Ozemmik™, (Ozempic®); Cemarnytun (Semaglutide)); posuun st iH’ €Kit y
HomnepeHbO HamoBHEHIH mmpuil-py4i; 0,5 mr/ 0,37 mut (minirpam/miniaitp); Almac Clinical Services Ltd,
United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Novo Nordisk A/S, Denmark;
Cemarnytua (Semaglutide) (Ozemmik™, (Ozempic®); Cemarnytuz (Semaglutide)); posuun mist iH’ €Ki y
HonepeHbo HanoBHeHil mmpui-py4i; 1,0 mr/ 0,74 vt (minirpam/miniaitp); Almac Clinical Services Ltd,
United Kingdom; Werthenstein BioPharma GmbH, Switzerland; Novo Nordisk A/S, Denmark

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

- nabopaTopHi HabopH;

- min/max TepMoMeTpH;

- CKaHepH JIJIs 3UUTYBaHHS MTpUX-KoiB (Barcode scanners);

- iH(Y31iHI mommnu;

- XOJIO/IUJIbHI KaMepH;

- HEHTpUYTH;

- CTEpUJIbHI IOPOKH1 (DIIAKOHH;

- IPyKOBaH1 MaTepiaiy;

- Marepiany Ui MamieHTiB (MMPUIM s 1H €KIIA, CyMKa JJIs TMIEPEHECEHHsI MaTrepiaiiB JOCTIHKeHHS,
CYMKa-XOJIOJMIIBHUK JJIS1 IEPEHECEHHs TOCIKYBaHOTO Mpenapary 3 X0JIOJIOBUM areéHToM, KOHTEHHep Juis
30epiraHHsl BUKOPUCTAHUX IIIPHIIIB).

Kommanisi, sika jai€ 3a JOBIPEHICTIO, SIKy HajJaB CIIOHCOP YHM 3aiBHUK Ha BBE3CHHS JOCIIKYBaHUX
JiKapchbKkux 3aco0iB Ta cynmyTHiX marepianiB: TOB «Arenmis «C.M.O.-Ykpaina»

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 Haka3y MiHicTepCcTBa OXOPOHU 37I0POB A
Vkpainu Big 24 nmunas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, paHIOMi30BaHe, MOBIHHE ClIIime, MIaned0-KOHTPOJIbOBAHE JOCHIDKEHHS IS OIIHKH
eeKTUBHOCTI, Oe3mevHocTi | mepenocumocti npenapary IMU-838 y naiieHTIB 3 MPOrpecyroOYrM pO3CiTHIM
cKiepo3om», kox gociipkenHs P2-IMU-838-PMS, sepcis 1.0 Bix 03 tpaBust 2021 poky

3asiBHUK, KpaiHa

TOB «Bepywm Kuninikan Picepu», Ykpaina

CrnoHcop, kpaiHa

«Immynik AI'», Himeuunna / Immunic AG, Germany

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

IMU-838 (IMU-838; vidofludimus calcium / Binodmnyaimyc kanbitito); tadbnerku; 22,5 mr; Haupt Pharma
Wulfing GmbH ex: Wuelfing Pharma GmbH, Germany / Xayor ®apma Bynspunr I'moX exc: Bynbdunr
dapma I'm6X, Himeuunna; Fisher Clinical Services GmbH, Germany / ®imep Kiinikan Cepsicec I'mM6X,
Himeuunna;

IMU-838 (IMU-838; vidofludimus calcium / Bimodayaimyc kaibmito); Tabmerku; 45 mr; Haupt Pharma
Wulfing GmbH ex: Wuelfing Pharma GmbH, Germany / Xayor ®apma Bynspunr I'moX exc: Bynbdunr
dapma I'm6X, Himeuunna; Fisher Clinical Services GmbH, Germany / ®imep Kiinikan Cepsicec I'mM6X,
Himeuunna;

[Tname6o mo IMU-838, tabnetku; Haupt Pharma Wulfing GmbH ex: Wuelfing Pharma GmbH, Germany /
Xayor ®apma Bynbdunr ['M6X exc: Bynabdunr @apma 'M6X, Himeuunna; Fisher Clinical Services GmbH,
Germany / ®imep Kninikan Cepsicec 'M0X, Himeuunna

Bianosiganbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.m.H. Jopomenko O.0.

JlikyBanbpHO-AiarHocTHUHUH 1eHTp «Heiipo I'modan» ToBapucTBa 3 oOMexeHo0 BiAnoBiaaabHicTIO «Helipo
['moGany, IBano-OpankiBcbka 00:1., M. IBano-DpankiBebk, c. Kpuxisii

2) k.m.H. Tomax H.B.

Menuunauii IEeHTp TOBapUCTBa 3 00MexeHO0 BinoBinansHICTIO «IHET-09%», M. 3anopixxs
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3) a.m.H., ipod. Mimenko T.C.

HepxaBHa yctaHoBa «lHCTUTYT HeBposorii, mcuxiaTpii Ta Hapkosorii HamioHansHOi akageMii MeIUYHHUX
HayK YKpaiHu», BIIIUT CYAMHHOT MATOJIOTIi TOJIOBHOT'O MO3KY Ta peadimiTariii, M. XapKiB

4) 3aB. Bix. I'anyma A.L

KomynanpHe HekoMmepiiiiHe mianpueMcTtBo KwuiBcbkoi oOmacHoi pamu «KuiBchka oOnacHa KiliHIYHA
JKapHs», HEBPOJIOTiYHE BijaineHHs, M. Kuis

5) n.m.H., ipod. Herpuu T.1.

Komynanene HekomepiiiiHe mianpueMcTBo JIbBiBChbKOi oOmacHoi pamu «JIpBiBcbka oOnacHa KIiHIYHA
JiKapHS», HEBPOJIOT1UHE BiAIiIeHHs, M. JIbBIB

6) k.M.H. Xaitos I1.0.

KomynansHe minmpueMctBo «JlHimpomeTpoBchbka obOsiacHa peabinmiTaiiiiHa JikapHs» J[HITpOneTpoBChKOi
oOmacHOi pamw», BIATUIGHHS BIAHOBHOTO JIIKYBAaHHS HACHIJIKIB  3alaJbHUX, JETCHEPATUBHUX,
JEMIENIHI3YIOUNX 3aXBOpIOBaHb HEPBOBOI cuctemu, TOB «/IHINPOBChKHIT METUYHUI IHCTUTYT TpagUIiitHOT
1 HeTpaIuIiitHOT MeTUIIMHNY, Kadeapa «BayTpimuboi meaumuau Nely (3 Kypcom HelipoHayk), M. JIHinpo

7) n.m.H., pod. Lkpobdot C.1.

Komynanene HekoMmepuiliHe mianpueMctBo «TepHominbechka oOnacHa KITiHIYHA TICHXOHEBPOJIOTIYHA
JikapHs» TepHOMIbChKOT 001aCHOT pajy, mepiie HEBPOJIOTIYHE BiAIUICHHS, M. TepHOILIb

8) nmikap Inpainpka O.B.

OOnacHe KOMyHallbHE HEKOMepIliiiHe MiANnpUeMCTBO «UepHiBelbka JHKapHS IIBUJIKOT MEIMYHOI
nornomMoruy, LlenTp HeBiKIaaHOT HEBpoJIorii, M. YepHiBIl

9) x.M.H. ['omo6opoasko A.A

KomynansHe HekoMepItiiiHe mianpueMcTBo «Onecbka odacHa KiiHIvHa JikapHs» Onechkoi 00J1acHOl paau,
BiJIIUIEHHS Helpoxipyprii, M. Oxeca

10) x.m.H. Mopo3 O.M.

JepxaBHa ycTaHOBa «YKpaiHCbKHM JepXaBHUN HayKOBO-JOCHIAHUI IHCTUTYT MEIUKO-COLIaJIbHUX
npo6ieM iHBadiiHOCTI MiHICTepCcTBa OXOPOHU 3/10pOB’° sl YKpaiHu», BIIUIEHHS] HEBPOJIOTii Ta MOTPaHUYHUX
cTaHiB, M. J[Hinpo

11) mixap 'octeBa I'.B.

KomyHanpHe HeKoMepIIiiiHE MiANPUEMCTBO «XepCOHChKa MichKa KiIiHIYHA JikapHs M. €.€. Kapabenema»
XepCcoHChKOI MICHKOI paJiu, HEBPOJIOTiUHE BIUIIICHHS, M. XepCOH

12) 3aB. Bia. Cxkpumuenko 1.P.

KomyHaneHe HekoMepliliHe MiANpUeMCTBO XapKiBcbkoi oOmacHoi panum «OOiacHa KIIIHIYHA JIKapHS»,
BiAUIeHHs HeBpodorii Ne 1, M. XapkiB

13) n.m.H., mpod. Cokonosa JLI.
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Menu4Huii IIEHTP TOBAPUCTBA 3 0OMEKEHOO BiMOBifaIbHICcTIO «Menoyn-Kiinik», M. Kuis

14) n.m.u. Ulynsra O. 1.

KomynanpHe mianpueMcTtBo «BonmHcbKa o0ONacHa KIIHIYHA JTiKapHsS» BoauwHcbkoi 0051acHOT pajw,
HEBPOJIOTIYHE BiIUICHHS, M. JIyIIbK

15) a.m.H., ipod. Mockosko C.II.

MeauuHuii [IEHTpP TOBAapUCTBA 3 OOMEKEHOIO BiAMOBigaNbHICTIO «Menuunuii 1eHTp «Camrotemy,
JTIKYBaJIbHO-TTPO( UTAKTUYHKH BiAUI, M. BiHHUIISA

16) n.m.H., pod. bydyakuniiceka H.M.

KomyHanpHe HekoMepIiiiHe TiAnpueMCTBO «3amnopi3bka o0acHa KIiHIYHA JiKapHs» 3amnopi3bkoi oonacHol
panm, BimmiaeHHss HeBposorii Nel, Jlep:kaBHuU 3akiaj «3amopi3bka MEIWYHA aKaJeMis ITiCISTUTUIOMHOL
ocBiT MO3 Ykpainmny», kadeapa HEPBOBUX XBOPOO, M. 3arIOPIKKS

17) n.m.H., mpod. Cmonanka B.1.

KomynanpHe HekomepiiiiHe mianpueMcTBo «OO0macHU KIIHIYHUM IEHTp HEHpoxXipyprii Ta HEBPOIOrii»
3akapnarcbkoi 00JacHOI paad, BiAgUIeHHS 1epeOpoBacKyaspHOi matoiorii, JlepkaBHuil BHIHIA
HaBYAJIbHUHN 3aKiaj] «Y>KropoJChKHI HalllOHAILHUN YHIBEPCUTET», Kadeapa HEeBpOIOrii, HeHpoxipyprii Ta
ncuxiarpii, M. Y3KropoJ

[Ipenapatu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta
3aTBEPUKCHHS CYTTEBUX IMOTPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYxpainu Big 24 numas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«baratoneHTpoBe, paHIOMi30BaHEe B 2 TPYIH, BIAKPUTE JOCIIPKEHHS a3y 3 mpernapary TpacTy3ymaly
nepykcrekany y mamiertiB 3 HER2-mosutmBHOIO  MeractaTtmuHOO Ta/abo  Hepe3ekTabeahbHOo
aJICHOKapIIMHOMOIO IIUTYHKa a00 MUTYHKOBO-CTPABOXIHOTO 3'€THAHHS, SIKa MIPOTrpecyBalia i yac ado Mmicist
pexxuMmy JikyBaHHS 13 3actocyBaHHsAM TpacTy3ymalOy (DESTINY-GASTRIC04)», kox mociimkeHHS
DS8201-A-U306, Bepcis 1.0 Bix 12 nmucronana 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

Daiichi Sankyo, Inc., USA (CIIIA)

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka opma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

Trastuzumab deruxtecan (DS-8201a; Trastuzumab deruxtecan; DS-8201a; C6460-H9972-N1724-02014-
S44.(C52-H57-F-N9-013)8; Anti-HER2 antibody-drug conjugate; SUB188357; DS-8201a); ITopomiok st
KOHIIEHTpaTy /Ui po3uuny aias iHdysii; 100 mr; Baxter Oncology GmbH, Germany; Labor LS SE & Co.
KG, Germany;, Charles River Laboratories Germany GmbH, Germany; Lonza AG, Switzerland;
CARBOGEN AMCIS AG Gebaude 171, 173 und 177, Switzerland

Bianosinanbawmii (i)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., npod. bornapenko .M.

KomyHanpHe HekoMepIiiiiHe mianpueMctBo «Micbka KiiHIYHA JikapHs Ne4y J[HIMpoBCHKOT MICHKOI paan»,
XiMiOTepaneBTUYHE BIJAUIEHHS 3 JCHHUM CTamioHapoM, JIHIIPOBCHKHI AepKaBHUN MeIUYHUN
YHIBEpCUTET, Kadeapa OHKOJIOTIT Ta MeIMYHOI pajionorii, M. J[Hinpo

2) nikap Kynsaba .M.

Menuyauii 1IEHTp TOBAapUCTBA 3 OOMEKEHOIO BIAMOBIAAIBHICTIO «ACKJIEMIOH», CTalllOHAPHUW MIAPO3ILI,
KuiBcoka 00:1., KueBo-CBaTommHCbkHit p-H, ¢. X0J0CIBKa

3) a.m.H., ipod. Konecuik O.I1.

Menaununuii ieHTp ToBapucTBa 3 00MEXEHOIO BiANMOBiAaNbHICTIO «OHKONald», AeHHUH cTalioHap,
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M. 3amopixKs
4) k.m.H. Ocranenko 1O. B.
Kiminika HamioHaasHOTO 1HCTUTYTY paxKy, BIJJIUICHHS MAaJOiHBa3UBHOI Ta €HJIOCKOMIIYHOI XIipyprii,
IHTEpBEHIIIIHOI pasionorii, M. Kuis

[Ipenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

Ramucirumab (RAMUCIRUMAB; Ramucirumab); Kounerrpar mis po3unny mis indysii; 10 mr/mi; Lilly
Deutschland GmbH, Germany; CARBOGEN AMCIS AG Gebaude 171, 173 und 177, Switzerland,;
Paclitaxel (Paclitaxel; SUB09583MIG; C47H51NO14; Paclitaxel, 33069-62-4); KonuieHTpar 1Iist po3unHy
s iHgy3ii; 6 mr/mn; EVER Pharma Jena GmbH, Germany; CARBOGEN AMCIS AG Gebaude 171, 173
und 177, Switzerland

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Teparii

Kommanis, sika gi€e 3a JOBIPEHICTIO, SIKy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX
JIKapchKUX 3ac001B Ta cymyTHiX MarepianiB: TOB «CMO-Jlorictukay.

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta
3aTBEPUKCHHS CYTTEBUX IMOTPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYxpainu Big 24 numas 2021 poky Ne 1553»
20.08.2021 No 1773

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta gaTta

«CATCH-R: mepexinne nocnigxeHHs Ais 3abe3neueHHs Oe3MepepBHOrO JOCTYMY A0 KIIHIYHOI Teparii
pykamapidbom», ko nocuimkenas CO-338-111, opurinansuuii mporokon Bix 05 cepmast 2020 poxy

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO  BIANOBIJAJIbHICTIO
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

«DPAPMACBIOTIKAJI  PICEPY

CrnoHcop, kpaina

Clovis Oncology, Inc., CIITA

[Tepenik mocmimKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Pykamnapi6 (Rucaparib); CO-338; Pykamapioy xkamcuimar (Rucaparib camsylate); rtabierka, BkpuTa
mwiiBkoBoro o6oorkoro; 200 mr; Almac Clinical Services Limited, Crionyuene Kopomiscteo; Patheon Inc.,
Canada;
Pykamapi6 (Rucaparib); CO-338; Pykamapioy xamcunar (Rucaparib camsylate); taGmerka, Bkputa
wiiBkoBoto obomonkoro; 250 mr; Almac Clinical Services Limited, Cnonyuene Kopomisctso; Patheon Inc.,
Canada;
Pykamapi6 (Rucaparib); CO-338; Pykamapioy xkamcumar (Rucaparib camsylate); rtabierka, BkpuTa
mwtiBkoBoro o6oorkoro; 300 mr; Almac Clinical Services Limited, Crionyuene Kopomiscteo; Patheon Inc.,
Canada

Bianosiganbuwmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) a.m.H., npod. bornapenko [.M.

KomyHaneHe HexoMepliiiHe mignpueMcTBo «Mickka KiliHiYHaA JikapHa Nedy J[HIMPOBCHKOT MICBKOI pajH,
XiMiOTepaneBTUYHE BIJAUIEHHS 3 JEHHMM CTamioHapoM, JIHIIpOBChKHI —AepxaBHUN MeAUYHUN
YHIBEpPCHUTET, Kadeapa OHKOJIOTii Ta MeaquuHoi paiosnorii, M. J{Hipo

2) n.M.H., npod. Ceinuinpkuii B.C.

HarionanbHuii iHCTUTYT paky, HAYKOBO-IOCIiTHE BiAAUIEHHS OHKOTiHeKoorii, M. Kuis

3) k.m.H. UInapuxk S.B.

KomyHnaneHe HexoMmepuiiiHe mignpueMcTBo JIbBiBCbKOi o0siacHOi paan  «JIbBIBCHKHMI OHKOJIOTTYHHMN
pETiOHATLHUN JIIKYBAJIbHO-A1arHOCTUYHUN TIEHTP», BUIIIIIEHHS XiMioTeparrii, M. JIbBiB
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IIpenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

CymyTH1 MaTepianm;
JpykoBaHi MaTepainu

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

Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta
3aTBEPUKCHHS CYTTEBUX IMOTPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3zy MiHicTepcTBa OXOPOHHU 37I0POB’ s
VYkpainu Big 23 yepBus 2021 poky

Ne 1265 Ta BHeceHHS 3MIiHM 10 qoxaTka 87
110 HaKa3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYxpainu Big 24 numas 2021 poky Ne 1553»
20.08.2021 No 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanyomizoBaHe, TONBIiHE ciine, IUIane00-KOHTpoiaboBaHe pAociaipkeHHs Il ¢asm  mis  omiHKM
neMOpoInizymMady MOpiBHSAHO 3 Mmianebo sK aa’l0BaHTHOI Tepamii mmicis omeparii Ta ONpPOMIHEHHS B
YYaCHUKIB 3 MICIICBO PO3MOBCIO/KEHOIO TUIOCKOKIITHHHOK KapIMHOMOK) IIKIpU 3 BHUCOKHM CTYIIEHEM
pusuky (KEYNOTE-630)», kon nocnimxenass MK-3475-630, 3 inkopriopoBaHow nomnpaskoro 06 Big 10
YEpBHS 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHOor0 BianoBigabHIicTIO «MCJl Yikpaina»

CrnoHcop, kpaiHa

«Mepk apn enn doym Kopm.», mouipre mignpuemctBo «Mepk ena Ko., Tak.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
nikapcbka hopma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

KITPYJIA® (KEYTRUDA®; KITPYJIA; KEYTRUDA, pembrolizumab, MK-3475) (MK-3475; MK3475;
SCH 900475; MK-3475 (Anti-PD-1); MK-3475 (aPD-1); MK3; 02P106; ORG 307448-0; SCH 900475
(Anti-PD-1); IemOpomnizymad; Pembrolizumab); cTepuibHHN pPO3YMH ISl BHYTPINIHBOBEHHHX iHQY3ii;
25 mr/mi; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Almac Clinical Services, USA;
Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services Inc., United States; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp
& Dohme Corp., United States; Werthenstein BioPharma GmbH (WAG), Switzerland; MSD International
GmbH T/A MSD Ireland (Brinny), Ireland; Boehringer Ingelhein Pharma GmbH & Co. KG, Germany;
Labcorp Early Development Laboratories Limited, ctapa Ha3zBa: Covance Laboratories Limited (Covance),
United Kingdom; Merck Sharp & Dohme (UK) Limited, United Kingdom;

[Tnare60 10 KITPYJA® (KEYTRUDA®; KITPYJIA; KEYTRUDA, pembrolizumab, MK-3475) (Harpiro
XJIOPHY PO3UMH 130TOHIUHMIA); po3unH mis iHQy3iii; 0,9 %; B. Braun Melsungen AG, Germany
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Bianosinanbawmii (1)
JOCTITHHK (1) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., mpod. dyauivenko O.C.

JepxaBHa ycranoBa «lHCTHTYT 3aranbHOi Ta HeBiakimagHoi Xipyprii imeni B.T. 3aiineBa HamionanpHOT
akajeMii MEAMYHMX HAyK YKpaiHWy», BIIIUICHHS THIHHOI Xipyprii Ha 25 JiKOK 3 HaJaTor IHTEHCUBHOL
Teparii Ha 6 KoK, XapKiBChbKa MEWYHA aKaJieMisl MICISIUIIOMHOT OCBITH, Kadeapa OHKOJIOTIT Ta TUTSIY0i
OHKOJIOT11, M. XapKiB

2) roa. nikap Kpyasko C.I.

MenuuHuii UEHTp TOBapUCTBA 3 OOMEKEHOIO BIJIMOBIAANBHICTIO «YKPaiHCHKUU LEHTP TOMOTEpaIii,
BiJIIUICHHS XimioTeparii, M. KponmuBHHIIBKUI

3) n.m.H., ipod. Kpmxaniscbka A.€.

KomyHnanene HexomepiiiiHe mignpueMcTBo «lIpuKaprnaTChbKuil KIIHIYHHA OHKOJIOTIYHHMNA LeHTp IBaHO-
@®paHKIBChKOI 00MacHOT paau», BIAJMIICHHS AEHHOTO crauioHapy, [BaHo-DpaHKIBCHbKUI HalllOHAIBHUN
MEIWYHHUN yHIBEpCUTET, Kadeapa onkoorii, M. [BaHo-OpaHKiBChK

4) nikap Kypoukin A.B.

KomyHnanpHe Hekomepiiiae mianmpueMctBo Cymcbkoi oOnacHOi paaum CyMChKHN OOJIACHUH KITIHIYHUHN
OHKOJIOTIYHHUI AMCIaHCcep, OHKOTOpakaibHe BijaineHHs, CyMChbKUU Jep>KaBHUU YHIBepcuUTeT, Kaderapa
OHKOJIOT1i Ta paaionorii, M. Cymu

5) k.m.H. [Tonomaproa O.B.

KomyHaneHe HekoMepiiiiHe mianpueMcTBO «KHUIBCHKUN MICBKUN KITIHIYHUNA OHKOJIOTIYHMHA ULEHTP»
BUKOHaBuoro oprany KuiBcekoi wmickkoi panum (KuiBcbkoi MiChbKOi Jep:KaBHOI — aJMiHICTparlii),
xiMmioTepaneBTuyHe BigauieHHs Nel, m. Kuis

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

- 1abopaTopHi Habopu;

- min/max TepMomeTpu;

- CKaHepH JJIs 3UUTYBaHHs MTPUX-KoiB (Barcode scanners);

- CIIEKTPOHHI IOJICHHUKH Jyis manieHTiB Ta XoT-crot (Wi-Fi Mmonem);

- iHpy30MaTH;

- poToamapaTu 3 KapTaMu Mam’ATi.

Kommnanis, sika jgie 3a JOBIPEHICTIO, SIKy HaJaB CIIOHCOP YM 3asBHUK Ha BBE3CHHS JOCIHIKYBaHHX
JikapchbKkux 3aco0iB Ta cynmyTHiX marepianiB: TOB «Arenmis «C.M.O.-Ykpaina»

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




JonaTtox 16
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBHs 2021 poky Ne 1265
Ta BHECEHHS 3MIHHU 10 noaarka 87 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
Vkpainu Big 24 nmunas 2021 poky Ne 1553»
20.08.2021 No 1773

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MOJABIMHE cCiine AOCHiDKeHHS (a3 3 Ui OIiHKKM e(QEeKTUBHOCTI Ta OE3MeYHOCTI
3aCTOCYBaHHS BeA0Mi3ymMaly A BHYTPIIIHHOBEHHOTO BBEJIEHHS SIK MIATPUMYIOYOi Tepamii y Malli€HTiB
JUTSYOTO BIKY 3 aKTUBHOIO XBOp000or0 KpoHa Bi MOMIpHOTO 10 TSKKOTO CTYIIEHS, Y SIKUX OyJIO TOCATHYTO
KIIHIYHOI BIAMOBIAL MiCas Tepamii Beaosli3yMaOoM MAJii BHYTPIIIHHOBEHHOTO BBEACHHS Y BIIKPUTOMY
pexxumin, ko gociaimpkenass MLN0002-3025, nporokon 3 monpaskoro | Big 17 mrotoro 2021 p.

3asBHUK, KpaiHa

ToapuctBo 3 OOmexeHorwo BiamopiganbhicTio «KoHTpakTHO-Jlochigauipka Opranizamis IaHO(GapM-
YkpaiHa»

Crnoncop, kpaina

Taxena /leenonment Cenrep Amepikac, [uk., Cnomydeni Hltatu (Takeda Development Center Americas,
Inc., USA)

[epenik 1ocmiaKyBaHUX
JIKapChKUX 3aC001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Vedolizumab (Bemonizyma6, MLNO0002, Entyvio, Eatuio, KYNTELES, KUHTEJIEC) (Vedolizumab);
[Topomok nns NPUTOTYBaHHA KOHIEHTpaTy i po3uuHy it 1HQy3iid, 300 wmr/¢nakon; 300 wr
(minirpam(iB)); Almac Clinical Services (Ireland) Limited, Ireland; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services, USA; Almac Clinical Services, USA; Fisher Clinical Services Inc.,
USA; Fisher Clinical Services, USA; Fisher Clinical Services UK Limited., United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Takeda Austria GmbH, Austria

Binnosinanbawmii (1)
JOCTIAHMK (1) Ta MicLie
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., pod. bepesenko B.C.

Kninika [lepxaBHoi YcranoBu «IHCTUTYT meniatpii, akymiepcrsa 1 riHekosorii iM. akaa. O.M. Jlyk'sHoBoi
HAMH VYxkpainuy, BiAIiIeHHS TeNAaToJIOTIi 3 IEHTPOM AUTSA4YO0I renaTojorii, M. Kuip

2) k.M.H. 3uraino B. M.

Kninika [epxaBHoi yctaHoBu «HarioHanpHUII HayKOBUU HeHTp pamiamiiiHoi Mmemumnuau HarioHanbHOT
aKajeMii MEIUYHUX HAyK YKpaiHW», BIIIUT pajiamiitHol memiaTpii, BPOIKEHOI Ta CMaJKOBOI MATOJIOTII,
M. KuiB
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[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynytHi - Tectn Ha BariTHICTH;
MaTtepiaiu/mpenaparu - JIaGoparopHi Habopu;
CYIyTHBOI Tepartii - Min-Makc TepMoMeTpH;

- Kabeni Ta HOyTOYKH JIUIsl €HTOCKOITIT;

- Hpyxosani matepiamu IMPACT I, PUCAL,
- Apple iPhone 6S (enekTpoHHI MOACHHHUKH);
- Apple iPhone 7 (eneKTpoHHI IIOAEHHUKH);

- Apple iPad 6 (enekTpoHHiI IIO/ICHHUKH);

- OpaJIbHI/TUMIIaHIYHI TEPMOMETPH.

B.o. renepanbHoro aupexkropa Jlupekropary
(papmaneBTHUYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

OmnosiieHu# mpoTOKON KiiHiYHOTO mociimkenHs C-935788-057, Bepcis 5.0 Bim 05 Oepesns 2021 p.;
Omnosnena bpomypa nocmigauka (dhocramaruni0, Tabnetku), Bepcis 19 Bim 01 OGepesns 2021 p.;
OnoBnena bpomypa nocminnuka (docramatunid, Tabnerkm), Bepcis 20 Bim 12 uepBrs 2021 p.;
Indopmaris ans namienTa Ta opMa 3rou Ha y4acTh B KIIHIYHOMY AOCTIKEHH1, A YKpainu Bepcis 4.0
Big 18 tpaBHs 2021 p., mepexmnan ykpainchkoro MoBoio Bix 20 TpaBusa 2021 p.; mepexiiag pociiChKOO
MoBoto Bia 20 tpaBus 2021 p.; [TomoBxeHHs TepMiHy MPOBEACHHS KIIIHIYHOTO BUNPOOYBaHHS B YKpaiHi
10 31 numast 2022 p.; 30UIbIIEHHS KITBKOCTI MalieHTiB B YKpaini 3 7 7o 10 ocio

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

Ne 1804 Bin 15.08.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe paHAOMi30BaHe MOJBIHHE cIine IU1aned0-KOHTPOIbOBaHEe NOCHiKeHHd 3 dasu 3
3acTocyBaHHA (hocTamMaTHHIOy TUHATPIIO B JIKYBaHHI ayTOIMYHHOI I€MOJIITUYHOI aHEeMil 3 CHHIPOMOM
TEIUIOBUX ariaroTHHIHIB», C-935788-057, Bepcis 4.1 Bix 30 uepsus 2020 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CrnoHcop, kpaiHa

Paitxen @apmacerorikans, [nk., CHIA (Rigel Pharmaceuticals, Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 18
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuit posain 3.2.S. «Jlikapcbka cyOCTaHIis» JOCHE JOCIIHPKYBAHOTO JIIKApChKOTO 3aco0y
SAR439859 (amcenestrant) (CTA Quality Data), Bepcis Big 09 uepsus 2021 poky, aHIJTiiCEKOK MOBOIO;
Omnosnenuit po3ain 3.2.P. «Jlikapcbkuii 3aci6» 10ChE MOCHIIKYBaHOTO JiKapchbkoro 3aco0y SAR439859,
tabserka, Bkputa obosonkor, 200 mr (CTA Quality Data Amendment), Bepcist Bix uepsHs 2021 poky,
aHrmificekoro MoBowo; Ononenuit posain «llmane6o mo mpemapaty SAR439859 rtabnerka, Bkputa
o6omonkoro, 200 Mr» m0CKE JOCTIIKYBaHOTO Jikapchbkoro 3aco0y SAR439859 (CTA Quality Data —
Amendmnet Placebo Product), Bepcis Bix uepBHs 2021 poky, aHIJiHCHKOW MOBOI; OHOBJIEHE J0CHE
Mo udikoBaHOTO Tpernapary mnopiBHsHHs Letrozole 2,5 mr tabnerka, BkpuTa 00OJOHKOW, Yy Kamcyi
(tBepma kancyna) (CTA Quality Data — Amendment), Bepcis Bix uepBHs 2021 poky, aHTTIHCHKOO
MoBoio; OHOBJIEHE JI0Che TUIanebo 10 mpemapary mnopiBHsHHs Letrozole 2,5 mr Tabnerka, BkpuTa
obononkoro, y karcyni (tBepaa kamcyma), (CTA Quality Data Amendment), Bepcis Bix uepBus 2021
POKY, aHTIIIHCHKOI0 MOBOIO; OHOBIIEHE T0Che HeMoan(ikoBaHOTO Jikapchkoro 3acooy Palbociclib, TBepna
Karicyna, 75 wr, 100 mr ta 125 mr (Non-Modified Medical Product Amendment), Bepcis Bin
yepBHs 2021 poky, aHrmiiificbkoro MoBOw0; OHOBIIEHE J0Che HEMOIU(IKOBAHOTO JIIKapChKOTo 3acoly
Palbociclib, Tabnerka, Bkpura o6osouK0r0, 75 Mr, 100 mr ta 125 mr (Non-Modified Medical Product
Amendment), Bepcis Bix uepBHs 2021 poky, aHTIIIHCHKOK MOBOIO; 3aly4eHHsS I0JAaTKOBUX BHPOOHHKIB
JOCTIKYBaHOTO JIiKapchkoro 3aco0y SAR439859, tabneTka, Bkputa 060stoHK010, 200 Mr, Ta muianedo 10
wporo: Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA; 3anyuenns
JI0IATKOBUX BUPOOHHKIB MojudikoBaHOro mpenapary nopiBasHHs Letrozole, 2,5 mr Tabnerka, BKputa
000JI0HKOI0, y Karcyii (TBepaa Karcyina), Ta mianebo g0 Hporo: Almac Clinical Services, Durham, USA;
Almac Clinical Services, Souderton, USA; 3aiyueHHs 101aTKOBUX BUPOOHHKIB HEMOAH(DIKOBAHOTO
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aikapceekoro 3acoby Palbociclib, tBepaa kamcyna, 75 mr, 100 mr ta 125 mr: Almac Clinical Services,
Durham, USA; Almac Clinical Services, Souderton, USA; 3aiyueHHS J0AaTKOBUX BHPOOHHKIB
HemoaudikoBaHoro Jikapchkoro 3acoby Palbociclib, Tabnerka, Bkputa o6ononkoro, 75 mr, 100 mr ta 125
mr: Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2917 Big 15.12.2020

Ha3ssa xiiinigyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, OaraToICHTPOBE, MOJBIMHE Ciime IOCHiKeHHs 3 (asm mpemapaTy aMIeHECTPaHT
(SAR439859) y kom0OiHaIlil 3 MaIOOIMKIIOOM y OPIBHSHHI 3 JICTPO30JIOM Y KOMOIHAIIIT 3 MAIOOIMKIIOOM
st ikyBanHs nanientiB 3 ER(+), HER2(-) pakom Mosodnoi 3an03u, sKi paHilie HE OTPUMYBaJH
CHUCTEMHOT'O IMPOTHUPAKOBOIO JIIKYBaHHS IMOIIMPEHOro 3axBopioBaHHs», EFC15935, 3 mompaskoro 03,
Bepcis | Bin 16 rpyans 2020 poky

3asiBHUK, KpaiHa

TOB «Canodi-ABenric Ykpaina»

CnoHncop, kpaina

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

CynyTtHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH 710 nojaTka Ne 28 no Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Tta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuit npotokon 3 [Tompaskoto 3 Bix 24.06.2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 296 Bin 11.02.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IloxsiitHe ciine, MIane00-KOHTPOIbOBaHE, OaraTOIEHTPOBE KIIHIYHE JOCTIIKEHHS, IO BHBYAE
eeKTHBHICTh, Oe3neuHicTe Ta nepeHocuMicTe JNJ-61393215, sk m0AaTKOBOrO JIKYBaHHS JOPOCIUX
MAIIEHTIB 3 BEJIUKUM JIETIPECUBHUM PO3JIaZIOM 3 TPUBOKHUM JIUCTPECOM 3 HEJOCTATHHOIO BIJMOBIAJIIO HA
CTaHJAapTHI aHTUAenpecanTn», 61393215MDD2001, 3 ITonpaskoto 2 Bix 05.08.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Honartox 20
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYxpainu Big 23 yepBHs 2021 poky Ne 1265
Ta BHECEHHS 3MIHHU 10 noaarka 87 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
Vkpainu Big 24 nmunas 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Onosnenuit mportokon 3 mompaBkoro 1 Big 27.05.2021 p.; bpomypa [ocmimnuka JNJ-80202135
(nipocalimab), Bunanns 6 Bin 14.06.2021 p.; Indopmaris s narienta ra ®opma iHGpopMOBaHOi 3rou —
ITporoxon 80202135SLE2001, Bepcis 2.0 ykpaincbkoro MoBoto 1t Ykpainu Bin 25.06.2021; Indopmarris
s nanienta Ta @opma iHpopmosanoi 3roau — [Ipotokon 80202135SLE2001, Bepcis 2.0 pociiicbkoro
MoBoro s Ykpainu Big 25.06.2021; Indopmarnis mns mamienta ta @opma iHGOpPMOBAHOI 3roam s
ydacTi y Heo0oB’si3koBii wacTuHi reHetmunoro jpocmipkeHHs JJHK — Tlporokon 80202135SLE2001,
Bepcia 2.0 ykpaiHChkor0 MoBOIO st Ykpainu Bix 25.06.2021; Indopmaunis ans naumienta ta dopma
1H(hOpPMOBaHOI 3roJ Ui y4acTi y Heo0O0B sI3K0B1M yacTHHI reHetuyHoro pociimkenns JJHK — [Iporoxon
80202135SLE2001, Bepcis 2.0 pociiickkoro MoBoro Ans Ykpainu Bin 25.06.2021; Iudposa oriHouHa
mkana (NRS) Gonro — cucremMHuMi YepBOHMI BOBYAK, yKpaiHChkor Moot Big 09.06.2021 p.; Uucnosa
peiituarosa mkana ominku 6omro (UPIII) — CKB, pociiicskoro Moot Bia 22.06.2021 p.; FACIT Illkana
Bromu (Bapiant 4) ykpaincskoro mMoBoro Bix 23.09.2009 p.; IlIkama BrommoBanocti FACIT (Bepcis 4)
pociiicekoro MoBoto Bing 09.07.2012 p.; CummnToMu BoBYaKy, ykpaiHcbkoro moBoro Bix 20.07.2021 p.;
CUMITOMH BOBYaKy, pociiicbkor MoBoro Bix 22.06.2021 p.; 3amuransHuk «Skictb xutrs (QOL) mpu
BOBYAKY», YKpaiHCHKOIO MOBOIO /Il YKpainu, ONHUTYBaIBHUK PO SKICTh JKUATTS TPH 3aXBOPIOBaHHI Ha
BoBuak (LupusQoL), pociiickkoro MOBOW Juis YKpaiHu, 3arajbHe BpaK€HHS IaIlieHTa NP0 TSKKICTh
3axBoproBanHs (PGIS) — cucremuwmii yepBoHHI BOBYAK, yKpaiHChkor MoBoro Bim 09.06.2021 p.; Illkana
OLIIHKY 3araJlkHOrO Bpa)KEHHsI MaIlieHTa npo TsoKKIcTh 3axBoproBanHs (PGIS) — CKB, pociiicbkoro MOBOIO
Big 22.06.2021 p.; 3aranpHe BpaykeHHs MailieHTta npo 3MiHy cBoro crany (PGIC) — cuctemuuii uepBoHuii
BOBYaK, ykpaiHncbkoro Moot Bim 09.06.2021 p.; Illkama OIiHKM 3aradbHOTO BpPa)XCHHs MAIll€HTa IMPO
3minu (PGIC) — CKB, pociiicbkoro MoBoto Bif 22.06.2021 p.; SF-36v2, Bepcis 1.1 ykpaiHChKOO MOBOIO




2 MPOJOBXKEHHS AoaaTka 20

Bix 23.11.2015 p.; SF-36Vv2, Bepcia 1.1 pociiicbkoro mMoBorw Bin 25.07.2016 p.; HaBuansHuii MOmyib
CJIEKTPOHHOIO TMOBIIOMIICHHS TarieHTa npo pesyiabtatu (EPRO), ykpaiHchkoro moBoro, pea. 1.29 Bix
08.04.2021 p; HaBuansuuii moayns €PRO, pociiickkoro moBoro, Bep. 1.29 Bixg 08.04.2021 p; ITouaTtkoBi
iHCTpYKLii uIa marienTta, ykpaincbkoro moBoro Bif 07.05.2021 p.; ITouaTkoBi iHCTpYKLii Ui yd4acHHKA,
pociiicekoro MoBoro Bix 07.05.2021 p.; KinueBi iHCTPYKINi I TAaIli€EHTa, YKPaiHCHKOK MOBOIO Bij
07.05.2021 p.; Kinnesi iHCTpyKIii A7 y9acHUKA, pociiicbkoro MoBoo Bix 07.05.2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«bararoneHTpoBe, paHJOMi30BaHe, MO/ABIHHE cIime, Iuanedo KOHTPOJIbOBAaHE, B MapalieNbHUX TPyHax
KIIIHIYHE JIOCIIPKEHHS HIMOKanmiMaly y JOpOCIMX TAIi€HTIB 3 aKTUBHUM CHUCTEMHUM YEPBOHHUM

BoBuakom», 80202135SLE2001, Bix 23.03.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
Marepiaiau/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYeHHS Isan 3AZIBOPHHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHX 3aC00iB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHS 3MiHHU 70 AojaaTka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBHs 2021 poky Ne 1265
Ta BHECEHHS 3MIHHU 10 noaarka 87 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s

Vkpainu Big 24 nmunas 2021 poky Ne 1553»

20.08.2021 Ne 1773

Inentudikaris cyrreBoi
MOTIPaBKH

3pa3oK OMUTYBAJILHHUKA MPO AKICTh KUTTS AJISL iTEH i3 3ananbHo0 XxBopoboro kumeunnka (IMPACT I11),
penakuis uepBenb 2013p., s niBHIYHOT AMEpUKH Ha aHTIIHCHKINA MOBI; 3pa30K 300pakeHHsS Ha eKpaHi
enexktponHoro mpuctporo g namienta (MEDIDATA PATIENT CLOUD App Android 2020 1.0/i0S
2020 1.0) mst Ykpainu, Bepcis V2.2, aHMIIHChKOI0 MOBOIO; 3pa30K 300payKeHHsI Ha €KpaHi €JICKTPOHHOTO
HOPUCTPOIO ISl JociiaHuIbkoro neHtpy Ha tenedoni (MEDIDATA PATIENT CLOUD App Android
2020 1.0/10S 2020 1.0) nns Ykpaiunu, Bepcis V2.1, anriiiicekoro MoBow; [Ipumitka o daiiny — Takena,
PO3’SICHEHHS 11010 CTaHAApTHOTO 3HIMKa eKkpaHy, Bepcist 2 Big 15 kBiTHs 2021p., aHT1HCHEKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 o110 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBaHe, mojBiiiHe ciine AOCHKEHHS (a3u 3 ansd OUIHKM e(EeKTHBHOCTI Ta OE3MeYHOCTI
3aCTOCYBaHHS BeJOJi3ymMaly JUIsl BHYTPILIHBOBEHHOIO BBEJIEHHS SK MIATPUMYIOYOi Tepamii y Mali€eHTiB
JUTSYOTO BIKY 3 aKTMBHMM BUPAa3KOBUM KOJITOM Bl MOMIPHOTO /0 TSKKOTO CTYIEHS, Y SKHX OyJo
JOCSATHYTO KJIIHIYHOI BIAMOBIAlI micis Tepamii Beaosi3ymMaOoM Jjsi BHYTPIIIHBOBEHHOTO BBEJIEHHS Y
BigkpuTomy pesxknmi», MLN0002-3024, mpoTtoko:n 3 monpaskoro 1 Bix 16 mororo 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6MmexeHoro BinnmopimanbHicTio «KoHTpakTtHO-/{ochinnumnpka Opranizaiis [HHOpapm-
Ykpaina»

CnoHcop, kpaiHa

Takena J[lesenonment Centep Awmepikac, Ink., Cnonydeni Hlratu (Takeda Development Center
Americas, Inc., USA)

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s

VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHS 3MiHHU 70 AojaaTka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYxpainu Big 23 yepBHs 2021 poky Ne 1265
Ta BHECEHHS 3MIHHU 10 noaarka 87 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s

Vkpainu Big 24 nmunas 2021 poky Ne 1553»

20.08.2021 Ne 1773

InenTudikamis cyrreBoi
MONIPaBKU

OHOBJICHHH TPOTOKON KIIHIYHOTO BHNpoOyBaHHS, Bepcist 2 Bim 29 Oepesns 2021 p.; Popma
iH(popmoBaHoi 3roau, Bepcis 2.0 ana YkpaiHu ykpaiHCBKOIO Ta pocilicbkoro MoBamH Bin 17 yepBHsa 2021
p. Ha ocnoBi maiictep-Bepcii ¢hopmu inpopmoBanoi 3rogu st nociimkenass BN42083, sepcis 2, Bix 26
oepesns 2021 p.; ®opma iHbOpMOBaAHOI 3roJu AJA MPOBEACHHS MarHiTHO-pe30HAHCHOI Tomorpadii y
3I0POBHX JTOOPOBOJNBINB [uis KBamiikamii agocmigHUIbkoro meHtpy, Bepcis 2.0 mns  Ykpainu
yKpaiHCbKOIO Ta pociiickkoro MoBamu Bifg 17 uepBus 2021 p. Ha ocHoBi Maiictep-Bepcii dopmu
iHpopmoBanoi 3romu mis pociimkeHHs BN42083, Bepcis 2, Bim 26 Oepesns 2021 p.; Hdo3Bin Ha
BUKOPUCTaHHA Ta Iepenady MeAn4Hoi iHpopMalii 3a3HaueHoi B OMUTYBAJIbHUKY «Pe3ynpTaT BariTHOCTI
Ta MeIWYHa iH(OpMAIlis PO CTaH 3I0POB’ ST HEMOBIISITH MPOTATOM MEPIIOTO POKY JKUTTS», Bepeisd 2.0 s
VYkpaiHu ykpaiHCbKOIO Ta pociiicbkoro MoBamu Bif 17 uepBHsa 2021 p. Ha ocHoBi maiicTep-Bepcii ams
nocmimkennss BN42083, sepcis 2.1, Bix 31 6epesns 2021 p.; OnutyBanbHUK «Pe3ympTaT BariTHOCTI Ta
MeanYHa 1H(OopMaIlisl PO CTaH 3/0pOB’S HEMOBJISATH MPOTITOM IMEPLIOTO POKY JKUTTS» YKPaiHCHKOIO Ta
pociiiceroro MmoBamu st nociikenns BN42083, sepcis 2.0 Bix 28 mororo 2021 p. Ha ocHoBi mabiony
IHQ, Bepcis 3.0 Bim 21 Bepecus 2020 p.; omoHeHHS g0 Dopmu 1HPOPMOBAHOI 3TOoAM: 3roja Ha
MPOBEJICHHS aNbTEPHATHUBHUX BI3UTIB y Mexax MociipkeHHs i yac nangaemii COVID-19, Bepcis 1.0 nna
VYkpainn ykpaiHCBKOIO Ta pociiichkoro MoBamu Bin 17 uepBHs 2021 p. Ha ocHoBi Maiictep-Bepcii
nonoBHeHHsT 1 1o dopmu indpopmoanoi 3rogu moao COVID-19 nns mocmimkenns BN42083, Bix 26
oepesns 2021 p.

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2554 Bix 09.11.2020
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
BepcCis Ta gaTta

«bararorieHTpOBe, paHIOMi30BaHe, MO/ABIHE Cllille, KOHTPOJIbOBaHe aociimkeHHs dasu I1Ib mis omiHku
eeKTUBHOCTI, 0e3MeYHOCTI Ta (papMaKOKIHETHKH BUIIMX J03 OKpenizymMaly y JOpOCIuX 3 MEePBUHHUM
MPOTPECYIOUHNM po3cisiHUM ckiiepo3om», BN42083, Bepcis 1 Big 19 Tpasnas 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BiAnoBiganbHicTIO «Pomr Yipainay

Cnouncop, kpaina

@.Xodppmann-JIs Pomr JIta, HIseitnapis

CynytHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Teparii

B.o. resepanbHoro fupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




HonaTox 23
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYxpainu Big 23 yepBHs 2021 poky Ne 1265
Ta BHECEHHS 3MIHHU 10 noaarka 87 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
Vkpainu Big 24 nmunas 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosrnena Bepcis bpomypu gociianuka, Bepcis 6.0 Big 18 mucronana 2020 poky, aHITiCHKOI0 MOBOIO;
[adopmarniitauii mucTok cy0’ekTa AOocCHiKeHHs 1 popma iHpopmoBaHoi 3roau, Bepcig 2.0, cnenudivna
s Ykpainu, Big 11 uepsus 2021 poky, aHrIiiicbKOI0 MOBOIO; YKpaiHChKOIO MOBOIO, Bepcis 2.0_UA, Bin
11 wepBusa 2021; pociiicekoro moBoro, Bepcist 2.0_UA, Bimx 11 uepBus 2021, OnuTyBaJbHUKH:
TRIM- AGHD onutyBanbhuk, Big 29 Gepesns 2021, ykpaincpkoro moBow, PGIS-cumnromu / PGIS -
GyHKIIOHATPHUA ONMUTYBAIBHUK, Bin 29 Oepe3nst 2021, ykpaiHChKOIO MOBOIO;, AHKETa OO CTaHy
3nopoB’st EQ-5D-5L, ykpaiHchbkor0 MOBOW; BKitoueHHs M0IaTKOBUX MICIb MPOBEICHHS KIIHIYHOTO

BUIIPOOYBaHHs B YKpaiHi:

No I1.1.B. BiAIOBIMAILHOTO JOCHITHUKA
n/m Hazpa Micuig mpoBeIeHHS KJIIHIYHOTO BUITPOOYBAHHS
1 n.M.H. 3eminceka H.B.

VYKpaiHCbKUI HAYKOBO-TIPAaKTUYHUIN IIEHTP €HIOKPUHHOI Xipyprii, TpaHCIUTAHTALll] €HJOKPUHHUX
opraniB 1 TkanuH MO3 Ykpainu, eHJ0KpHUHOJIOTIuHE BiIeHHs, M. KuiB

2 JI.M.H., mpo¢. Xmxusk O.0.

kabiHer, M. XapkiB

Mennunuit uentp TOB «HaykoBuil Meauunuii neHtp - Bam nikap», e€HAOKpUHOJOTIYHUMN

Howmep Ta nata Hakazy
MO?3 1010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Big 24.05.2021
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

foresiGHt: bBararoueHTpoBe, paHAOMi30BaHe, 3 MapaiCIbHUMU TPyINaMH, IUIane00-KOHTPOIbOBAHE
(moxBiiiHe crine) Ta aKTUBHO-KOHTPOJIbOBAaHE (BIAKPUTE) AOCHIPKEHHS e(EeKTHBHOCTI Ta Oe3neku
IIOTHUKHEBOTO 3aCTOCYBaHHS JIOHANErcoMaTporiHa B MOPIBHSHHI 3 Iutane0o, a TakoXK B MOPIBHSIHHI 3
COMATOTPOIIHOM IIOJICHHOTO 3aCTOCYBaHHS y AOPOCIHX 3 AedinurTom ropmony pocty, TCH-306, Bepcis
nporokody 2.0, Bix 06 ceprias 2020

3asiBHUK, KpaiHa

Axuenbciops JIta., YropmuHa

CnoHcop, kpaina

Acuengic ®apma Ennoxpinonomku JiBixka A/C, [anis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

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




Jonartox 24
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 23 yepBHs 2021 poky Ne 1265
Ta BHECEHHS 3MIHHU 10 noaarka 87 1o
Haka3y MiHicTepcTBa OXOPOHU 370POB s
Vkpainu Big 24 nmunas 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnena bpomrypa nocnignuka (Lu AA21004), Bepcis 18 Bix 01 wepBust 2021 p., aHTITiIHCEKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1265 Big 23.06.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[loxBiitHe ciine paHAOMI30BaHe MJale00-KOHTPOJIbOBAaHE OAraTOLIEHTPOBE JTOCII)KEHHS BOPTIOKCETUHY
U1 IpOoQUIaKTUKN PELUANBIB BEJTMKOTO JETIPECUBHOTO PO3JIaay B MeJiaTpUYHUX MAIiEHTIB BIKOM Bijg 7
1o 11 poki», 13546A, Bepcis 1.0 Bix 07 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «KuniniuHi focnigkeHHs ARKOH», YKpaiHa

CrnoHcop, kpaina

X. Jlynnbex A/C, Denmark

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

3MiHa Ha3BU MiClIb IPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHSI:

byno

Craio

I.M.H., ipo¢. bornaperko .M.

Komynanpuuit 3aknan «MicbKa KIiHIYHA JIKapHS
Nedy JIHIMpOBCHKOI MICBKOi paju», BiIIUICHHS
xiMioTeparii, Jlep>xaBHMI 3aKJIa1
«/lHimpomneTpoBCchka MeauJyHa aKazeMis
MinicTepcTBa OXOpOHM  3JI0pOB’S  YKpaiHW»,
Kadeapa OHKOJIOTIT Ta MEAMYHOI Pajiojiorii,
M. JlHinpo

I.M.H., pod. bongapenko .M.

KomyHanbHe ~ HekomepliiiHe  MiJIPUEMCTBO
«Micpka xiiHiuHA JikapHs Nedy» JIHIIPOBCHKOI
MICBKOT paau, XIMIOTEpalieBTUYHE BIJIIIJICHHS 3
JEHHUM CTalioHapoM, JIHINpOBCHKUN Jep>KaBHUMN
MEIMYHUN YHIBEpCUTET, Kadeapa OHKOJIOTIi Ta
MeIUYHOI pajionorii, M. J{Hinmpo

I.M.H., ipo¢. KpmkaHiBcbka A.€.

KomyHanpHuit 3aKJ1ajx «IIpukapnarcbkuit
KJIIHIYHUNA OHKOJIOTIYHUN TEHTP», MaMOJIOTIdHE
BiaineHHs, [BaHO-DpaHKIBCHKUN HAIlOHATBHUIN
MEJAWYHUN  YHIBEpCUTET, Kadeapa OHKOJIOLII,
M. [BaHO-DpaHKiBCHK

I.M.H., ipod. KpmkaniBcbka A.€.

KomyHanbHe ~ HekoMmeplliiiHe  MiJIIPUEMCTBO
«[Ipukapnarcbkuii  KIIHIYHUH  OHKOJIOTIYHHM
neHTtp IBaHo-DpaHKiBChKOI 00JacHOT  paamn»,
xipypriude BinguieHHs Ne3 ropMoHO3aleKHHUX
MyXJIVH y  KIHOK, IBaHO-®PpaHKIBCHKUIA
HalllOHAJIbHUN MEAWYHUMN YHIBEpCUTET, Kadenapa
oHKoJ10T1i, M. IBaHO-DpaHKIBCHK

Howmep Ta nata Hakazy
MO?3 1010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 38 Bin 11.01.2020
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PangomizoBane Bigkpute mociimkeHHs ¢asu 2 ta 3 Omamapuly y kombOinarii 3 [lemOpomnizymabom y
MOPIBHSAHHI 3 XiMioTepamielo y koMOiHamii 3 IlemOpomizymaboM micist 1HAYKIII KITIHIYHOI MEepeBaru 3
MePIIOIO JIiHIE XiMmioTeparnii y komOiHalii 3 [lemOpomizymaboM y marieHTiB 3 MiCIIEBO-PEIUIUBYIOUYUM
HeorepaOellbHUM 200 METACTaTUYHUM TOTPIHHO-HEraTUBHUM pakoM MosouHoi 3ano3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, Bix 24 numus 2019 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 ooMexxeHoro BignosigansHicTIO «MCJ] Ykpaina»

CnoHcop, kpaina

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

CynyTHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

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




JlonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu

Big 24 mumns 2021 poky Ne 1553»
20.08.2021 Ne 1773

Inentudikaris cyrreBoi
MOTIPaBKH

BxurodueHHs J0JaTKOBUX MICIb TPOBEEHHS KIIHIYHOTO BUIPOOYBaHHS

Ne [1.1.b. BiAMOBiAaIBHOTO TOCIiAHUKA

n/a Ha3spa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1 nikap Bacuenp B.B.
JlikyBaJIbHO-TIarHOCTUYHUN [IEHTP TOBAPUCTBA 3 OOMEXKCHOI BiIMOBIHANBHICTIO «JlimM
MEUIMHI», KOHCYJIbTaTUBHO-A1arHOCTUYHE BiaaineHHs, M. Oneca

2 K.M.H. ['acanos 10.Y.
JlepxxaBHa ycraHoBa «HamioHanpHuii iHcTUTYT Tepanii imeni JL.T. Manoi HamionansHol
akajgemii MeIMYHMX HayK YKpaiHu», BIAAUT KIIHIYHOT (apMakonorii Ta ¢apMaKOreHEeTHKH
HEIH(EKIIMHNUX 3aXBOPIOBaHb, M. XapKiB

3 nikap Kaukoscrka B.B.
Komynanene HekomepuiiiHe mnignpuemctBo Cymcbkoi ob6macHoi paau «Cymchka obsiacHa
KJIIHIYHA JIKapHSA», TepaneBTu4yHe BiaaiieHHs, CyMCbKUN Jep>KaBHUN yHIBepcUTEeT, MeanuHui
IHCTUTYT, Kadeapa BHYTPIIIHbOT MEJUIIMHU 3 LIGHTPOM pecripaTopHOi MequiMHu, M. Cymu

4 nikap Uymauenxo I'.A.
Mennunuii nentp ToBapucTBa 3 00MEKEHOI0 BinoBianbHicTIO «Menoya-Kiminik», JiKyBaqbHO-
npodimakTHYHUM miaposai, M. Kuis

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1586 Bi7 29.07.2021
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PangomizoBane, moaBiliHe ciiire, mianeb0-KOHTPOJIbOBaHE, OaraToleHTpoBe aociimkenHs 3b dasu 3
METOI0 OI[IHKM e(EKTUBHOCTI Ta OE3MEYHOCTI MiALIKIPHOTO BBEJCHHS TyCelIbKyMaly Uil 3MEHIICHHS

O3HaK 1 CHMIITOMIB Ta CIIOBIJILHEHHS PEHTTE€HOJIOTTYHOI Mporpecii y MmamieHTiB 3 aKTHBHUM TICOPIaTUYHUM
aptpurom», CNTO1959PSA3004, monpaska 1 Bixg 07 kBitHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

Janssen Pharmaceutica NV, Belgium / Sluccen @apmanestika HB, benbris

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. resepanbHoro iupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonartok 27
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBieHuit mpoTokoa KrHigHOro mocmimkenas AC-055-312, ocrarouna Bepcis 8 Bix 25 ciuns 2021 p.,
anrmiicbkoro MoBor; COVID-19 JlornoBHEHHS 10 MPOTOKONY KIIIHIYHOTO JOCIHIIKEHHS Big 17 depBHA
2020 p., anrmiiicekoro MOBOIO; bpolrypa gociiiHuKa TOCIiIKyBaHOTO Jlikapcbkoro 3aco0y JNJ-67896062
(Macitentan) (Mauitenran, Manurtenrtan), Bepcist 18 Bix 4 rpymaus 2020p., anrmiiiickkoro MoBOI0; JlomaTok
1 mo Bpomypu mociaimHUKA JOCTIIKYBAHOTO Jikapchkoro 3aco0y JNJ-67896062 (Macitentan)
(Manitenran, Marrentan), Bepcii 18, Bim 21 TtpaBus 2021p., anrmiificekoro moBorw; AC-055-312
OcHoBHa iH(popMarist Ta popma iHPOpPMOBaAHOI 3roau [yt 06aThKiB, Bepcis 7.0 ans YkpaiHu aHTIHCHKOO
MoBoro Bix 14 kBitHs 2021 p.; AC-055-312 OcHoBHa iHdopMarliss Ta ¢popma iHGOPMOBAHOT 3roAu IS
6atbkiB, Bepcid 7.0 miast Ykpainu ykpaincekoro MoBoro Bin 14 kBitHa 2021 p.; AC-055-312 OcnoBHa
iHpopmaris Ta popma iHPOpMOBaHOI 3roau ais 6aTeKiB, Bepcist 7.0 s Ykpaiau pociiChbKOI0 MOBOIO Bif
14 xBitHa 2021 p.; AC-055-312 Iudopmarnis Ta ¢opma iHGOpMOBaHOT 3roau Ijs MALIEHTIB, SKUM
BUTIOBHMJIOCH 18 pokiB, Bepcis 7.0 mist Ykpainu anrmiiicbkoro MoBoro Bif 14 kBitHs 2021 p.; AC-055-312
Iadopmartis Ta popma iHPOPMOBAHOI 3roAM IS MAIEHTIB, SKUM BUIOBHWIOCH 18 pokiB, Bepcis 7.0 mis
VYkpainu ykpaincbkoro MoBoto BiJ 14 kBiTHs 2021 p.; AC-055-312 Indopmariis ta popma iHhopMoBaHOT
3rOoJIM JUIS TAIIE€HTIB, SKUM BHIIOBHWIIOCH 18 pokiB, Bepcis 7.0 mis Ykpainu pociiicbkoro MOBOO Bijg 14
kBiTHS 2021 p.; AC-055-312 Tndopmartis Ta hopma iHbOpMOBaHOT 3rou IS MAIIEHTIB BikoM Bix 14 no
18 pokiB (1o MomenTy nocsaraenHs 18 pokis), Bepcist 5.0 as Vkpainu aHTiicbKO0 MOBOO Bif 19 KBITHS
2021 p.;AC-055-312 Indopmartis Ta popma iHHOpMOBaHOT 3roAM JUIs MaIieHTiB BikoM BiJ 14 o 18 pokis
(mo momenty nocsirnenns 18 pokiB), Bepcist 5.0 st Ykpainu ykpaincbkoro MoBoto Bix 19 kBitas 2021 p.;
AC-055-312 Indopmariis ta ¢popma iHpopMOBaHOT 3roau JIs mHamieHTiB BikoMm Big 14 mo 18 pokiB (10
MOMEHTY JocsirHeHHs 18 pokiB), Bepcist 5.0 mis Ykpainu pociiicbkkoMy MoBoro Bix 19 kBitHst 2021 p.;
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AC-055-312 Tudopmaris Ta Gopma iHpopmoBaHoi 3romu ais namieHtiB Bikom Bix 10 no 14 pokis (10
MOMeHTY gocsrHeHHs 14 pokiB), Bepcis 4.0 s Ykpainu anrmiiicbkoro MoBoro Bim 19 ksithsa 2021 p.;
AC-055-312 Tudopmaris Ta Gopma iHpopmoBaHoi 3romu ais nauieHtiB Bikom Bix 10 no 14 pokis (10
MOMeHTY JgocsarHeHHs 14 pokiB), Bepcis 4.0 mus Ykpainu ykpaincbkoro MoBoro Bim 19 ksitus 2021 p.;
AC-055-312 Tudopmaris Ta Gopma iHpopmoBaHoi 3romu ais mnauieHtiB Bikom Bix 10 no 14 pokis (10
MoMeHTy gocsrHeHHs 14 pokiB), Bepcis 4.0 mis Ykpainu pociiicbkoro MoBoro Bix 19 ksitas 2021 p.;
AC-055-312 Indopmanis Ta Gopma iHHOpMOBaHOI 3roau Juisi mamieHTiB BikoMm Bix 7 g0 10 pokis (1o
momenTy pocsraenHs 10 pokis), Bepcis 4.0 s Ykpainu anrmiiicbkoro MoBoro Bim 19 ksithsa 2021 p.;
AC-055-312 Indopmanis ta dopma iHHopMOBaHOI 3roau Juisi mamieHTiB BikoMm Bix 7 g0 10 pokis (mo
MoMmeHTy mocsraeHHst 10 pokiB), Bepcist 4.0 mis Ykpainu ykpaincekoro MoBoro Big 19 ksitas 2021 p.;
AC-055-312 Iudopmanis Ta Gopma iHHopMOBaHOI 3roau uis mamieHTiB BikoMm Bix 7 g0 10 pokis (mo
MoMmeHTy gocsrHenHst 10 pokiB), Bepcis 4.0 mis Vkpainu pocilickkoro MoBoto Bia 19 kitas 2021 p.;
AC-055-312 [lomatok no ocHoBHOI iH(opmarii Ta hopmu iHGOPMOBaHOT 3roau sl OATHKIB: JOJATKOBE
nocimkenns ¢papmakokinetuku (DK), Bepcis 4.0 mis Vkpainu aHrmiiicbkoro MoBoio Bim 19 KBiTHs
2021 p.; AC-055-312 Jlomatok no ocHOBHOI iH(opmarii Ta ¢opmu iHPOPMOBaHOI 3roau ISt OATHKIB:
nomatkoBe mociimkeHHs ¢dapmakokinetuku (DK), Bepcis 4.0 ams YkpaiHu ykpaiHCHKOIO MOBOKO Bij
19 kBitHa 2021 p.; AC-055-312 JlomaTok 10 ocHOBHOI iH(opMmarii Ta ¢popmu iHGOPMOBAHOT 3roau IS
0aThKiB: momaTkoBe nociimkerHs dapmakokinetuku (PK), Bepcis 4.0 ams Ykpainu pociiicbkoro MOBOIO
Bix 19 kit 2021 p.; AC-055-312 Iadopmartist Ta hopma iHPOpPMOBaHOT 3roAH IS TALIEHTIB BIKOM Bij
10 10 14 pokiB (1o momeHty focsirHenHst 14 pokiB). JlomatkoBe mociimkenHs Gpapmakokinetuku (DOK),
Bepcis 3.0 ms Ykpaiau anrmiiicbkoro MoBoto Bia 19 kBitas 2021 p.; AC-055-312 Tadopmaris ta Gopma
iHpopmoBanoi 3roau s marienTiB BikoMm Big 10 mo 14 pokiB (10 MOMEHTY AocCsrHeHHS 14 pOKiB).
HonatkoBe nocnimkenns (apmakokinetnku (PK), Bepcis 3.0 mist YkpaiHu ykpaiHCbKOIO MOBOKO Bij
19 xBitHs 2021 p.; AC-055-312 Inopmariis ta popma iHpopMoBaHOT 3rou uid naiieHTiB BikoM Bij 10
1o 14 pokiB (mo momeHty nocsraeHHs 14 poki). [logatkoBe mocmimpkeHHs (apmakokinetuku (PK),
Bepcia 3.0 st Ykpaiau pociiicekoro MoBoto Bif 19 kBithHsa 2021 p.; AC-055-312 Iadopmarist Ta popma
iHpopMoOBaHOi 3roau JuIs marieHTiB BikoM Big 7 g0 10 pokiB (10 mMomenTy mocsirHerHs 10 pokiB).
JHonatkoBe nocmimkenns (apmakokinetuku (PK), Bepcis 3.0 mis YkpaiHu aHMIIHCHKOI0 MOBOIO Bij
19 kBitHa 2021 p.; AC-055-312 Tudopmartis ta popma iHHOpMOBAHOT 3TOAM IS MAIIEHTIB BIKOM Bij 7 110
10 pokiB (mo0 momenty nocsiriennst 10 pokis). JJogarkose mpocmimkenns papmakokinetuku (DK), Bepcis
3.0 mia Ykpainu ykpaiHcbkoro MoBorw Bifg 19 ksitas 2021 p.; AC-055-312 Iudopmanis ta dopma
iHpopMOBaHOi 3roau [uis marieHTiB BikoM Big 7 g0 10 pokiB (1o momenTy nocsirHenHs 10 pokiB).
HonatkoBe nociimkenns papmakokinernku (PK), Bepcis 3.0 mist Yipainu pociiicbkor MOBOIO BiJt
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19 xgitHsa 2021 p.; AC-055-312 JlonoBHeHHs a0 iHopmamii 11 manieHTa Ta GopMHu iHPOPMOBAHOI
sroau (Ha MoxmBi 3MiHd mmia gac mangemii COVID-19), Bepcis 2.0 s Ykpaidnu aHTIIIHCHKOK MOBOIO
Bix 19 kBitHsa 2021 p.; AC-055-312 JlonmoBHenHs a0 iHopmaii ans namienta tTa ¢opmu iHpopMmoBaHoi
sroau (Ha MoxuBi 3Mind mig yac maugemii COVID-19), Bepcis 2.0 qis YkpaiHu yKpaiHCBKOK MOBOIO
Bix 19 kBitHsa 2021 p.; AC-055-312 JlonoBHeHHs A0 iHopmanii ans namieHnta tTa ¢opmu iHGopMmoBaHOT
sroau (Ha MoskimBi 3miam mig yac naugemii COVID-19,) Bepcist 2.0 mist Ykpaidnu pocilicCbKOK MOBOIO Bif
19 kit 2021 p.; AC-055-312 Indopmarnis 1is 6aTbKiB BariTHOI MAapTHEPKH yYaCHHKA TOCIIIKEHHS 1
dbopma 103BOJTy Ha BUKOPUCTAHHS M PO3KPHUTTS iH(OpMaIlii Mpo BariTHICTH 1 CTaH 370pPOB'St HEMOBJISTH,
Bepcia 1.0. ans Ykpainm anrmiiicekoro MoBoro Bif 14 xsitHs 2021p.; AC-055-312 Iadopmaris ams
0aTbKiB BariTHOI MapTHEPKH YYaCHHUKA MOCHIHKEHHS 1 ¢opMa J03BOTY Ha BUKOPUCTAHHS W PO3KPUTTS
iHpopMaii mpo BariTHICTH 1 cTaH 340pOB'st HeMOBJIATH, Bepeis 1.0. s Ykpainu ykpaiHChKOIO MOBOIO Bif
14 xsitHs 2021p.; AC-055-312 Iudopmaris ans O0aThKiB BariTHOI MapTHEPKH y4aCHUKA JTOCIHIIKEHHS 1
¢dopma 103BOJTy HA BUKOPUCTAHHS i pO3KPUTTS 1H(OpMALIi PO BariTHICTH i CTaH 30POB'Sl HEMOBIISTH,
Bepcis 1.0. s Ykpainu pociiicekoro MoBoto Bif 14 kBiTHs 2021p.; AC-055-312 [ndopmartis ais BariTHOL
NapTHEPKH YYacHHMKa JociipkeHHs 1 Dopma 103BoNly MOBHOJNITHROT ocobu (Bikom 18 pokiB) Ha
BUKOPHUCTAHHS W PO3KPUTTA iH(oOpMaIlii mpo BariTHICTh 1 CTaH 370pOB's HEMOBJATH, Bepcis 1.0 ms
VYkpainu anrmiiicekoro MoBoro Bin 14 kBitHa 2021 p.; AC-055-312 Indopmartist 1st BariTHOT MapTHEPKH
y4acHUKa IOCTipKeHHss 1 dopma 103B0Sy MOBHOJMITHROI 0coOu (BikoMm 18 pokiB) Ha BHKOPHCTaHHS i
PO3KpHUTTS iH(pOpMaIii PO BariTHICTH 1 CTaH 3710poB'st HeMOBJATH, Bepcist 1.0 g Ykpainn ykpaiHChKorO
MoBoto Bif 14 kBitHa 2021 p.; AC-055-312 [ndopmartis 115 BariTHOI MapTHEPKH ydacHUKA TOCIIHKEHHS
i ®opma 103BOJTY TIOBHOJITHROI 0coOM (BikoM 18 pokiB) Ha BUKOPUCTAHHS i PO3KPUTTS iH(OpMaIlii po
BariTHICTH 1 cTaH 370poB'st HeMOBJIATH, Bepcis 1.0 mist Ykpainu pociiicekoro MoBoro Bin 14 kBitas 2021
p.; AC-055-312 Iadopmamis 11 BariTHOI MapTHEPKM yYacHHWKa JOCIHipkeHHS 1 Dopma m03BOITy Aist
niIiTKIB BikoM Bif 14 1o 18 pokiB Ha BUKOpHCTaHHS M PO3KpUTTS iH(opMalii Ipo BariTHICTb 1 CTaH
3m0poB's HeMOBIATH, Bepeis 1.0 mis Ykpaiau anrmiiiicekoro MoBoto Bix 14 kBitHsa 2021 p.; AC-055-312
[ndopmartist 4y BariTHOI MapTHEPKU ydacHUKA AociipkeHHs 1 Dopma 103Boiy JIsl MUTITKIB BIKOM BiJT
14 no 18 pokiB Ha BUKOPHCTaHHS i pO3KpUTTS iHoOpMalii Mpo BariTHICTh 1 CTaH 3/I0POB'S HEMOBIIATH,
Bepcis 1.0 mns Ykpaiam ykpaincbkoto moBoro Bin 14 kBitHs 2021 p.; AC-055-312 Tadopmamis ans
BariTHOI MapTHEPKH YYacCHHUKA AOCTiKeHHs 1 Dopma A03BOY JUIs MiAMITKIB BikoM Bix 14 mo 18 pokiB Ha
BUKOPUCTaHHA M PO3KPUTTS iHoOpMamii Mpo BariTHICTH 1 CTaH 370poB'st HeMOBIATH, Bepcis 1.0 mis
VYkpainu pociiicbkoro MoBoto Bii 14 kBitHs 2021 p.; AC-055-312 Indopmartist as BariTHOI mapTHEPKU
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y4JacHUKa mociipkeHHs 1 dopma mo03Boily miTedl BikoMm Mojonme 14 pokiB Ha BUKOPUCTaHHS Ta
PO3KpUTTs iH(OpMAIii TIPO BariTHICTH 1 CTaH 3A0POB'S HEMOBIIATH, Bepcis 1.0 nns Ykpainu aHrTiiHCHKO0
MoBoto Bif 14 xBiTHs 2021 p.; AC-055-312 [adopmarris 115 BariTHOI MapTHEPKHM y4aCHUKA JTOCIIIKEHHS
1 ®opma mo3Bony Aiteld Bikom Mojozme 14 pokiB Ha BHUKOPHCTAHHS Ta PO3KPUTTS iHpopmamii mpo
BariTHICTh 1 CTaH 30pOB'st HeMOBJIATH, Bepcisd 1.0 mis Ykpainu ykpaincbkoro MoBoro Bif 14 kBiTHa 2021
p.; AC-055-312 Indopmariis mis BariTHOi mapTHEPKU ydacHUKa nociimkeHHs 1 Dopma no3Body aiteit
BikoM MmoJjoamie 14 pokiB Ha BUKOPUCTaHHS Ta PO3KPUTTA iH(oOpMallii mpo BariTHICTb 1 CTaH 370pOB'S
HemoByTH, Bepeis 1.0 mis Ykpainu pociiicbkoro moBoro Bin 14 kBitas 2021 p.; AC-055-312 Illkana
Tannepa Bepcis 1.0 Big 26 ciuns 2021 p., ykpaincekoro MoBoro; AC-055-312 Illkana Tanuepa Bepceis 1.0
Bix 26 ciung 2021 p., pocilickkoro MOBOIO; 3pa3ok iHCTpyKii 1 narmienTta «llepeBeaeHHst mpuCTporo 3
pexumy 3YIIMHKU 8 AKTUBHMI pexum i3 noMy nauienta ans npuctporo ActiGraphy, ykpaiHChKO0
MOBOIO; 3pa3zok iHCTpykmii s mamieHTa «llepeBemennst mpuctporo 3 pexumy 3YIIMHKU B
AKTUBHUU pexum i3 nomy nauienTa s npuctporo ActiGraphy, pocilicbkoro MOBOO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 465 Bin 27.04.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoreHTpoBe, BiIKpUTE, paHIOMI30BaHE, KEPOBaHE MOAISIMU JOCIIIKEHHS 11 OLIHKU €(peKTUBHOCTI,
0e3neKku Ta papMaKOKIHETUKH IpernapaTy MaluTeHTaH B MOPIBHSAHHI 31 CTAaHIapTOM JIIKYBaHHS Yy JITeH 3
JIETEHEBOIO apTepiaibHOIO Tineprensieto», AC-055-312, Bepcis 4.1 Big 17 aunnas 2020 p.

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganeHicTio «KoHTpakTHO-Jlocmiguunpka Opranizauis IHHOpapM-
Ykpaina»

CrnoHcop, kpaina

ACTELION Pharmaceuticals Ltd., Switzerland

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

Omnosnena bpomrypa mocmimauka Bopriokcernn (Lu AA21004), Bepcis 18 Bim 01 uwepus 2021 p.,
AHTJIIHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1287 Bin 25.11.2016

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«J1oBrocTpokoBe, BiIKpUTE, MPOJOBKEHE TOCIIHKEHHS 3 THYYKHUMH J03aMH BOPTIOKCETUHY y AITeH Ta
MIJUTITKIB BiKOM Bif 7 10 18 pokiB, XxBopux Ha BenukHil aenpecuBHuil posnan (B/AP)», 12712A, Bepcis
nporokony 3.1 (3 nokanmpHOrO TompaBkoto 1 mis bonrapii, Ectonii, Himeuunnu, JlaTBii, Mekcuku,
[Monwmii, Pocii, Cep6ii, Ykpainu Ta nokansHOI0 nonpaskoro 2 ais Komym6ii) Big 13 rpyans 2018 p.

3asiBHUK, KpaiHa

TOB «Kuiniuni gocnimkeHHs Aiikon», Ykpaina

Crnoncop, kpaina

X. Jlyan6ex A/C, danis

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

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




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnena bpomrypa nocmignuka Boprtiokcerun (Lu AA21004), Bepcis 18 Bim 01 wepBus 2021 p.,
AHTITIHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 574 Big 29.03.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IHTepBeHIIIitHE, paHIOMI30BaHe, MOABIAHE ClliNe, MIaned0-KOHTPOJIbOBAHE JOCHTIKEHHS 3 aKTUBHUM
npernapaToM MopiBHAHHS (PIyokceTrH) Ta (piKCOBAHOIO 0300 BOPTIOKCETUHY Y MEAIaTPUYHHX MAIIEHTIB
BikoM Bif 7 mo 11 pokiB, xBopux Ha Benukuil aenpecuBHuit posnazn (BJAP)», 12709A, Bepcis 4.0 3
1HKOpHOpOBaHO10 nomnpaskoro 3 Big 21 ceprnst 2018 p.

3asiBHUK, KpaiHa

TOB «KuniniuHi focnigkeHHs ARKOH», YKpaiHa

CrnoHcop, kpaina

X. Jlyanoex A/C, Hanis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




Honatox 30
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

[TogoBkeHHST TepMiHYy MNPHIATHOCTI IOCHIHKYyBaHOTO Jikapchkoro 3acody GDC-0077 (RO7113755)
TaOJICTKH, BKPUTI TUTIBKOBOIO 000JIOHKOIO 10 3 Mr Ta mo 9 mr 1o 36 micsuiB. OHoBneHmid po3ain P.5.1
«Crerudikarisn» (cmc397245) nocke mocmimkyBaHoro Jjikapcbkoro 3acooy GDC-0077 (RO7113755);
Omnosnienuii po3ain P.5.4 «Amnaniz cepiit» (cmc397246) mocke AOCTIKYBAHOTO JIIKAPCHKOTO 3ac00y
GDC-0077 (RO7113755); Onosnenuii posmin P.5.5 «Xapakrepuctuka gomimok» (cmc397247) noche
JOCHIKYBaHOTO  JTikapckkoro 3acoby GDC-0077 (RO7113755); Owuosnenuit  posmgin  P.5.6
«O06rpyHTyBanHs crenudikamii» (cmc397248) mocbe mocmimxyBaHoro nikapcekoro 3acody GDC-0077
(RO7113755); Onoenenuii po3zain P.8.1 «Pe3tome 100 ctabinbHOCTI Ta BUCHOBKUY (cmc397249) nocke
JOCIiKyBaHoro Jikapcbkoro 3acody GDC-0077 (RO7113755); Ownosnenunii po3ain P.8.3 «Jlani mpo
cTabinbHiCcTEY (cmc397250) nocke qocimimkyBaHoro jtikapeskoro 3acooy GDC-0077 (RO7113755)

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

Ne 1143 Big 15.05.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PAHIOMI3OBAHE, IIOJABIMHE CJIIIIE, IUIALIEBO-KOHTPOJIbOBAHE JOCJIIIKEHHS
®A31 1l 3 OLIHKW E®EKTHMBHOCTI TA BE3IIEYHOCTI KOMBIHAIII GDC-0077 3
I[MAJIBOLIMKJIIBOM TA ®VYJIBECTPAHTOM YV ITIOPIBHAHHI 3 KOMBIHALIEIO TUUIALIEBO 3
[MTAJIBOLIUKJIIBOM TA ®VYJIBECTPAHTOM V TTALIEHTIB 3 MYTALICKO T'EHA PIK3CA,
IT'OPMOH-PEHEIITOP-ITO3UTUBHNUM, HER2-HETATHMBHUM MICLEBO-IIOIIMPEHUM ABO
METACTATUYHUM PAKOM MOJIOYHOI 3AJI03W», WO41554, Bepcis 4 Bix 03 mucronana 2020 p.
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3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiAMOBiHaIbHICTIO «Pom Ykpainay

Cnoncop, kpaiHa

®.Xodpdmann-JIs Pom JItn, [IBelimapis

CynytHi
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepasgbHoro nupexkropa Jlupekropary

(dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHHUX



Honatok 31
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

OnoBiieHUH TPOTOKON KIiHIYHOTO BUMpoOyBanHs MK-6482-012, 3 inkopnopoBaHoio nonpaBkoro 02 Bix
01 gepBust 2021 poky, aHrIilicbkO0 MOBOI0; Ykpaina, MK-6482-012, Tadopmariss Ta JOKYMEHT PO
iHpopmoBany 3roay s nairienta, Bepcis 1.01 Big 02 mumas 2021 p. ykpalHCBKOI MOBOK; YKpaiHa,
MK-6482-012, Tndopmariss Ta gokymMeHT mpo iHdopMmoBaHy 3ronay s marieHTa, Bepcis 1.01 Bim 02
munHs 2021 p. pociiicekoro MoBoro; OHoBieHe Jlocke AOCHiKYyBaHOTO Jikapchkoro 3aco0y E7080
(Lenvatinib), penaxist 28, Bix kBiTHS 2021 poky, Bepcis 06CQ3G, Big 03 tpaBus 2021 p., aHTIIHCHEKOO
MmoBoto; Cekuist 2.5. Jlocke: «/laHi MO KIIHIYHOMY BUBYEHHIO Ta BIUIMB Ha JIIOAUHY» 10 poTokoiry MK-
6482-012, Bepcigs 06CSNQ Bix 03 gepsHst 2021 poky, aHTIIIHCHKOI MOBOIO

Howmep Ta nara Hakaszy Ne 762 Bix 20.04.2021

MO?3 11010 3aTBEpIHKEHHS

KJIIHIYHOTO BUITPOOYBaHHS

HasBa xiriHiyHOTO «Bigkpure, panmomizoBane gociimkeHHs Il dasu gns  omiHKM edeKTUBHOCTI Ta OE3MEeYHOCTI

BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTta

nem6Opomizymady (MK-3475) y kombinarii 3 6ensyrudpanom (MK-6482) ta nenBatunioom (MK-7902),
a6o MK-1308A y komOiHariii 3 JIeHBaTHHIOOM TIOPIBHSIHO 3 MEMOPOJIi3yMaOOM 1 JIEHBAaTHHIOOM B SIKOCTI
nepuioi JHil Tepamii A8 YYacHUKIB 3 PO3MOBCIO/DKEHOIO CBITJIOKIITHHHOI HHUPKOBO-KIITHHHOIO
kaprrHOMOoto», MK-6482-012, 3 inkopriopoBaHoto norpaBkoro 01 Big 26 ciuns 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosiganbHicTio «MCJl Ykpaina»
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Cnoncop, kpaiHa «Mepk Ilapn enn Hoym Kopn.», nouipae mianpuemctBo «Mepk enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

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




Jonatok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH 710 nojaTka Ne 28 mo Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

BxitoueHHs J0JaTKOBOTO MICIIS IPOBEJCHHS KIHIYHOTO BUITPOOYBaHHS B YKpaiHi:

No

/o

HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

I1.1.B. BiAIOBiAAJIBHOTO JOCHIIHUKA

KomyHanbshe

1 I.M.H., ipod. ['otbko €.C.

HEKOMepIliiHe

Y KropoJchKoi MiCBKO1 paJid, TEPareBTUYHE BIJIUICHHS, M. YKTOpOJ

mianpueMctBo  «lleHTpasibHa MichbKa KJIIHIYHA  JIIKApPHS»

Howmep Ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOTO BUNTPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonienTpoBe, paHaomizoBaHe, mozBiiiHe cmine gociipkeHHs Il ¢asum xomGinamii MK-7684 3
nemOpoiizymabom (MK-7684A) mopiBHSIHO 3 MOHOTEpAIi€l0 MeMOposi3yMadoM B SIKOCTI IMEpIIol JIiHii
Tepamii Juig ydacHUKiB 3 PD-L1-no3uTuBHUM MeTacTaTHYHMM HEAPIOHOKIITMHHUM pPaKOM JIET€HIBY,
MK-7684A-003, 3 inkopriopoBaHoto momnpaskoro 01 Bix 28 mrotoro 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Cnoncop, kpaiHa

«Mepxk Hlapn ena Joym Koprm.», nodipue mianpuemctso «Mepk enn Ko., [ax.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary
(papmaneBTHYHOTrO 3a0e3Me4YeHHA

Isan 3AZIBOPHUX




Jonatok 33
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuit mpotokon kiiHiyHOro BUNpoOyBanHs MK-3475-992 3 inkopnopoBanoto mompaskoro 02 Bix
07 uepBHst 2021 poky, aHTmiiicbkol0 MOBOI; Ykpaina, MK-3475-992, Indopmarist Ta TOKyMEHT MpO
iH(hopMoBaHy 3roay A namieHTa, Bepcis 03 Big 12 numusa 2021 p., ykpaiHCbKOIO MOBOIO, CTBOpEHA Ha
OCHOBI TI00aNpHOTO Ma0ony it gocmikeHHs MK-3475-992, sepcis 03 Big 08 gepBus 2021 p., a
TaKoX IIa0JOHY 3aTBEp/KeHOro ansi YKpainu, Bepcis Bif 15 ciuns 2021 p. ykpaiHCBKOIO MOBOIO;
VYxpaina, MK-3475-992, Tadopmaris Ta JOKyMeHT Ipo iHGOpMOBaHy 3roy JUlsl marieHnTa, Bepcis 03 Bixg
12 nunasg 2021 p., pociiicbkOoI0 MOBOIO, CTBOPEHA HAa OCHOBI IJI00aJbHOrO MIAOJIOHY AJS JOCIHIKEHHS
MK-3475-992, Bepcis 03 Bix 08 uepsHst 2021 p., a Takoxk MIa0JIOHY 3aTBEPKEHOTO I YKpaiHH, BepcCis
BiZ 15 ciuns 2021 p. pociiicbkol0 MOBOIO

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannmomizoBaHe, TOJBiliHE crine, IUIale00-KOHTPOJIbOBaHe KiiHIUHE mochimkeHHs |l dasu mns
BHBYCHHS €(PEKTUBHOCTI Ta Oe3meuHocTi nmemoOponizymady (MK-3475) y komOinarii 3 XiMiommpoOMEHEBOIO
tepamieto (XIIT) y mopiBHAHHI jume 3 ximionpoMeHeBoto Tepamieio (XIIT) B ywyacHukiB 3 M’s130BO-
iHBa3uBHUM pakoMm cedoBoro mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992 , 3 iHKopropoBaHOO
nonpakoro 01 Bix 30 6epesns 2020 poky




2 NPOJOBXKEHHS 10/1aTKa 33

3asBHHUK, KpaiHa ToBapucTBO 3 0O0MexeHo10 BianmoBiganbHicTIO «MCJl YKpaina»

CrnioHcop, kpaina «Mepk Ilapn Eng Joym Kopmn.», nodipue nianpuemctBo «Mepk Enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

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




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

bpomrypa pocmimauka Amnactpozony (APUMIJEKC™), Bumanns 17 Big 18 rpymas 2020 poky,
aHTJICHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBane, mojBiliHe ciine, Oarato-nieHTpoBe nochimkeHHs |l dasu, sxe mnpoBoauThHCS B
napajenbHUX rpynax, 3 METOI MOpPIBHSAHHS €()EeKTHMBHOCTI Ta NMEPEHOCUMOCTI mnpenapariB OyaBecTpaHT
(PA3JIOJEKC™) 500mr 1 Anactpo3on (APUMIJJEKC™) Imr y sSKOCTI TOpMOHAaJbHOI Teparii Mnpu
MICIIEBO TMOMIMPEHOMY a00 METacTaTUYHOMY paKy TPYIHOI 3aJl03W 3 TIO3UTUBHHUMH TOPMOHAIEHUMH
pelenTopaMu y KIHOK y IOCTMEHOIay3l, fKi MONepeHbO HE OTPUMYBAIH OyJb-SKOI TOPMOHAIBHOT
teparii (PAJIKOH [FALCON] )», D699BC00001, Bumanns 4 Big 01 rpyaas 2017 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

“Actpa3eneka Ab» (AstraZeneca AB), llIBeris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepaabHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

HUDSON Gl Iloci6nuk mist narienta Bepeist Nel.0 Big 04.05.2021p. ans Ykpainu ykpaiHChKOIO MOBOIO;
HUDSON GI Kopotkuii mociOnuk 3 npoBeneHHs oocrexenpb Bepcist Nel.0 Bix 28.05.2021p. nns Ykpainu
ykpaincbkoro MoBoro; HUDSON Gl bykner mis namienta Bepeis Nel.0 Big 04.05.2021p. ans Ykpainu
ykpaincekoro Moo, HUDSON Gl poster Bepcist Nel.0 Bix 09.06.2021p. mns Ykpaiau ykpaiHCBKOIO
moBor; HUDSON Gl noci6uuk 3 Habopy gochimkyBanux Bepcis Nel.0 Bim 09.06.2021p. mia Ykpainu
ykpaincbkoro mMoBoro; HUDSON Gl Assessments quick reference guide mactep Bepcis Nel.0 Big
02.06.2021p. anrmiiicekoro MoBoro; HUDSON Gl Recruitment Aid, mactep Bepcist Nel.0 Bix 21.05.2021p.
anrmiicekoro MoBoto; HUDSON Gl poster mactep Bepcis Nel.0 Bix 16.04.2021p. aHTmiiichKko0 MOBOIO;
HUDSON Gl Patient study guide mactep Bepcis Nel.0 Bix 03.03.2021p. anrmiiicekoro moBoro; HUDSON
Gl Patient pamphlet mactep Bepcis Nel.0 Bim 01.03.2021p. anrmiicekor0 MOBOW; Bigeoponuk
Hudson_MOA animation with subtitles i3 ykpaincekumu cyoTuTpamu (Oyae moJaHuii B €IEKTPOHHOMY
surisini); EG/EGE Diet Questionnaire for Hudson Gl Study macrep Bepcist 2.0 Big 16 xBitHs 2021p.
aHMIIIHCHKOI0 MOBOIO; OnutyBanbauk Tpo aiety npu EIVEJE ans nocnimkenns )KKT «Hudsony, Bepcis
20 Bim 25 tpaBHa  2021p. gna VYkpaiHM ~ yKpailHCbKOIO ~ MOBOIO;  Bigeoposuk
FasenralFUVideo_PreFilledSyringe - UK-UA.v2 mnst Ykpainu ykpaiHcbkoro MoBoro (Oyae mojgaHuil B
enekrponHomy Burisiai); FasenralFUVideo PreFilledSyringe_V1 (4)_OST Bix 2020p.; CymnpoBinHuii
tekct 10 Bimeo FasenralFUVideo PreFilledSyringe - UK-UA.v2; Patient Quick Guide V2.0 Orig English
AZ D3258C00001 HUDSON GlI, mactep Bepcis 2.0 Bix 6epesns 2021p.; KopoTkuii 1OBITHUK MallieHTa
[MopraTuBHuit npuctpiit, Bepcis 2.0 Bix Oepesns 2021 p.; Bristol Stool Form Scale with gateway for
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HUDSON cvl Orig WS_Paper_English-US wmacrep Bepcis aHrmiiicbkoro MOBOW0; ONUTYBaJIbHUK
«Bristol Stool Form Scale with gateway for HUDSON cvl» mis YkpaiHu ykpaiHCEKOK MOBOIO;
[Hdopmaris Ta popma 3roJu Ha HAJAHHS JNAHUX BAariTHOI MAPTHEPKU OPOCIOr0 YYaCHUKA JTOCIIHKEHHS
mactep Bepcii Homep 1.0 Bix 16 mrororo 2021p. . nokansHa Bepcis Homep 1.1 Bix 14 uepsus 2021 p. mns
VYkpainu aHriiiicekor0 MoBOw; [Hdopmaris ta Gopma 3romu Ha HaJaHHS JAHUX BariTHOI MAapPTHEPKH
JOPOCIJIOTO yYaCHHKA JOCHIKEHHS JIoKalbHa Bepcist HoMep 1.1 s Ykpainu ykpaiHChKOIO MOBOIO, J1aTa
Bepcii 14 gyepBus 2021 poky Ha ocHoBi Mactep Bepcii Homep 1.0 Bix 16 mororo 2021; [HcTpykIis moao
CaMOCTIITHOTO BBEJCHHs OcHpaiizymalOy BIOMa YHM B BiJJIaJICHOMY Miclli namieHToM Ta/abo ioro
JOTJISIATBHUKOM 111 9ac mocmikenHs, Bepeis 1.1 Big 14 mumas 2021p. (s gocaigHuka)

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«bararorieHTpoBe, paHIOMi30BaHe, MOJBIHHE CIille, y MapalejbHUX TIpyINax, IUaned0-KOHTPOJIbOBAHE
3-4acTWHHE IOCHiDKeHHS ¢a3zu 3 Juis JeMoHcTparlii epekTuBHOCTI Ta Oe3meku OeHpanizymady y
HAI[i€HTIB 3 €O03MHOQIIBHUM racTpuToM Ta/abo ractpoenrepurom (The HUDSON Gl Study)y,
D3258C00001, Bepcis 3 Bix 04 6epesns 2021

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Crnoncop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Isan 3AZIBOPHHUX




Jonatok 36
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Onosnenuit mpoTokoia kiiHiuHOro nociuimkeHHs APD334-303, 3 inkopnopoBaHow mnomnpaBkoro 3.0 Bix
07 TpaBus 2021 poky, aHriiiicekoro MoBoOw0; bpomypa nocmigauka Etpacimon, Bumanus 8.0 Bin
09 mucromama 2020 poky, aHrmiiiicekor0o MoOBOw; [HdopmariiiHuii nucTok 1 ¢dopma 3roau, Bepcis
V4.0UKR(uk)1.0 Bix 02 gepBus 2021 poky, nepekian ykpaiHCbKkow MoBOIO Bix 10 depsus 2021 poky;
Indopmaniiiauii muctok i ¢popma 3roau, Bepcis VA4.OUKR(ru)1.0 Bix 02 uepBus 2021 poky, mepekian
pociiicbkoro MoBoro Biax 10 uepBHs 2021 poky; JonatkoBuil iH@opMamiiiHuil JUCTOK Ta (opma
iHpopMOBaHOi 3roAM y4YaCHMKAa Ha JOCTaBKy JOCII[DKYBAaHOIO IIperapary J0JIOMYy, Bepcis
V1.0UKR(uk)1.0 Bix 26 tpaBus 2021 poky, nmepekiaj ykpaincbkoro MoBoro Bia 01 gepsus 2021 poky;
HonatkoBuil iHdopMalifHuil JUCTOK Ta ¢opma i1HPOPMOBAHOI 3roAM YydYaCHMKa Ha JOCTaBKY
JocIipKyBaHoro mpemnapary goaomy, Bepcis V1.0UKR(ru)l.0 Bim 26 tpaBHs 2021 poky, mepekian
pociiicekoro Moot Big 02 wyepBHs 2021 poky; IHcTpykuii Ui mamieHTa IMOJ0 OTPUMAaHHS
JOCIIKYBAHOTO JIIKAPChKOTo 3aco0y Boma, Bepcis 2 Bix 26 TpaBHs 2020 poky, nepekiaa yKpaiHChKOIO
MoBoro Bim 08 uepBHs 2021 poxky; IHCTpykmii [y marieHTa MIOAO OTPUMAHHS JOCIIKYBAaHOTO
JiKapchbKoro 3acody Baoma, Bepcis 2 Bin 26 TpasHa 2020 poky, mepekiaa pociiicbkoro MoBoro Bijx 08
yepus 2021 poky; MEDIDATA PATIENT CLOUD - Ilocibuuk kopuctyBaua Samsung Galaxy S7,
Bepcia 1.0 Bim 30 Gepesns 2020 poky, mepekian ykpaiHCbkoro MoBoro Bif 11 BepecHs 2020 poky;
MEDIDATA PATIENT CLOUD - KepiBaunrso kopuctyBaga Samsung Galaxy S7, sepcis 1.0 Big 30
6epesns 2020 poky, nepekial pociiicbkoro MoBoto Bif 11 Bepecus 2020 poky; Peectparop MS5: nmocibuuk
JUId manienTiB, Bepcis 01 Bix 15 uepBHs 2021 poky, ykpaiHChKOI0 MOBOIO; Peectparop MS5: nocibHuk mis
naiienTiB, Bepcist 01 Bix 15 yepBHs 2021 poky, pociiicbkoro MOBOI0; ONMUC MPEeaMETiB A YYaCHUKIB
nocaimxenns, Bepeist V3.0 Bix 09 motoro 2021 poky, nepekian ykpaiHCbKOI0 MOBOIO BiJl 15 Oepe3Hs
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2021 poky; Jlocke mociiKyBaHOTO JiKapchkoro 3aco0y ETpacimon Ta BianoBigHoro miamne6o, Bepeis 14
Bix 10 mucromana 2020 poky, aHTITIICHKOI MOBOIO

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 1896 Big 27.08.2019

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Bigkpure po3mIMpeHe IOCHIHKEHHS eTpPaciMOJy B MAII€HTIB i3 aKTUBHUM BUPA3KOBUM KOJITOM BiJ
MOMIPHOTO JI0 B@XKOTO CTyIeHs TskkocTiy, APD334-303, 3 iHKopropoBaHOw TmomnpaBkow 2.0 Bix
07 motoro 2020 poky

3asBHUK, KpaiHa

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

Cnoncop, kpaiHa

«Apena dapmacsrotikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States

CynyTtHi
MaTepianu/mpenapari
CYIYTHBOI Tepartii

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




Honatox 37
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii nporokon EPO0132, 3 inkopnopoBaHoro mompaBkolo 2 Bixm 29 Oepesns 2021 poky,
aHITChKOI0 MOBOIO; Bpomypa mocmignuka bpiBapaneram (uch 34714), Bix 26 mrotoro 2021 poky,
aHrIiAchkor0 MoBoro; EpiTrackJunior TlociOuuk, Bepcis mis YkpaiHH yKpailHCbKOK MOBOIO Bim 16
xoBTHs 2020 poky; EpiTrackJunior ITociOnuk, Bepcis ast YKpaiHu pociiiCbKOI MOBOO BiJ 16 KOBTHs
2020 poxky; EpiTrackJunior Tarepdepentiisi, Bepcisi mis YKpaiHu yKpaiHCBKOK MOBOIO Bif 16 >KOBTHs
2020 poky; EpiTrackJunior Tatepdepentiis, Bepcis ans Ykpainu pociiicbkoro MoBoto Bij 16 sxoBTHs 2020
poky; EpiTrackJunior Cepii uricen y 38B0poTHOMY MOPSIIKY, Bepcis 1uisl YKpaiHH YKPaiHCHKOK MOBOKO Bij
16 sxoBtHs 2020 poky; EpiTrackjunior Cepii uncen y 3BOPOTHOMY MOPSAKY, Bepcis s YKpaiHu
pociiicekoro MoBoto BiJ 16 xoBTHS 2020 poky Inentudikaniiina kapTka ydacHuka gociipkenns EP0132,
Big 17 yepBus 2021 poky [V02 UKR(uk)01], ykpainckkoro MOBOM; IneHTHdikalliiiHa KapTka y4acHHKa
nocrimkenns EP0132, Bin 17 uepsus 2021 poky [V02 UKR(ru)01], pociiicbkoro MoBoro; IHdhopmariiiinmii
JIMCTOK i (hopMa 3roiu MaJIONITHROTO namieHTa (y Bii Bix 6 10 12 pokis), Bepcis V2.0UKR(uk)1.0 Big 07
TpaBHs 2021 poky, nepekiiag ykpaiHCchkoro MoBorO Bin 13 TpaBus 2021 poky; Indopmartiiinuii TUCTOK 1
dbopma 3roau ManosiTHROro marfienta (y Bitti Bix 6 10 12 pokiB), Bepcis V2.0UKR(ru)1.0 Bix 07 tpaBHs
2021 poky, nepekyaza pociiicbkoro MoBoro Bif 13 TpaBHs 2021 poky; Indopmaniiinuii 1ucTok 1 Gpopma
3rofii HEMOBHOJITHROTO mamieHTa (y Biui Bif 14 mo 18 pokis), Bepcis V3.0UKR(uk)1.0 Big 07 TpaBHs
2021 poky, nepekiia ykpaiHcbkoro MoOBOIO BiJ 12 TpaBHs 2021 poky; [HpopmariitHuil muctok 1 popma
3roJii HEMOBHOJITHROTO mamieHTa (y Bimi Bix 14 mo 18 pokis), Bepcis V3.0UKR(ru)1.0 Bix 07 tpaBHs
2021 poky, mepekyaa pociiicbkkoro MoBoro Bif 12 TpaBHs 2021 poky; Indopmaniiinuii 1ucTok 1 Gpopma
3roJi MaJoNiTHROTO mamieHTa (y Bii Big 12 mo 14 pokis), Bepcis V3.0UKR(uk)1.0 Bix 07 TpaBus 2021
POKYy, epekiiaj] ykpaincbkoro MoBoto Bi 11 TpaBus 2021 poky; Indopmaniitamii auctok 1 gopma 3ronu
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ManoiitHeoro mamienta (y Biui Bix 12 no 14 pokis), Bepcis V3.0UKR(ru)1.0 Big 07 tpaBus 2021 poky,
nepekyag pociiicekoro MoBor Bix 11 TpaBus 2021 poky; Indopmariiinmii auctok 1 ¢gopma 3roau
yuacauka pociipkerns, Bepcis V3.0UKR(uk)1.0 Big 08 tpaus 2021 poky, mepekiaa yKpaiHCHKOO
MoBoto Bif 12 tpaBus 2021 poky; [ndopmartiiiamii 1MCcTOK 1 hopma 3roam ydacHUKA JOCTIHKCHHS, BepCis
V3.0UKR(ru)1.0 Bix 08 tpaBus 2021 poky, mepekian pociiicbkoro MoBoro Bijg 12 tpaBus 2021 poky;
Indopmariitauii mrcTok i popma 3roau s 6atekis, Bepcis V3.0UKR(uk)1.0 Bix 28 tpaBus 2021 poky,
nepekian ykpaincekoro MoBoro Bix 31 tpaBus 2021 poky; Indopmaniitauii muctok 1 ¢popma 3roau amis

6arekiB, Bepcis V3.0UKR(ru)1.0 Big 28 tpaBus 2021 poky, mepekiiaa pociicbkor MOBOO Bif 31 TpaBHs
2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baraTomeHTpoBe, BIAKpUTE IOCTI/DKEHHS 3 OIHIEI TPYMOK JUIS OIIHKH JIOBIOTPHBAIOl OE3IeKH,
MEPEeHOCUMOCTI Ta e(eKTUBHOCTI OpiBapaneTaMy B YYaCHUKIB JOCITIIKEHHs BIKOM Bia 2 70 26 pOKiB i3
JTUTSY0I0 A0CAHCHOIO eIIeTICier0 a00 FOBEHUIBHOK a0CaHCHOIO erierncieroy, EP0132, 3 inkopmopoBaHoio
nonpaskoro 1 Big 08 BepecHst 2020 poky

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJC Ykpaina»

CrnoHcop, kpaina

UCB Biopharma SRL, Belgium

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro jupekropa Jlupexkropary

(dapmManeBTHYHOTO 3a0€e3NMeYeHHS

IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

Onogiiere [locke mocmipkyBaHoro Jikapcbkoro 3aco0y E7080 (Lenvatinib), pemakuis 28, Bim KBiTHs
2021 p., Bepcis 06CQ3G Bix 03 tpaBus 2021 p., anrmiiicbkoro MoBor; OHOBIEHE J[OChE TOCIIIKYBAHOTO
nikapebkoro 3acooy E7080 (Lenvatinib Placebo), penakuis 11, Bin xBitHs 2021 p., Bepcis 06CQ64 Bin
03 tpasus 2021 p., anrmiicekoro MoBow; OnosrieHa Cekiist 3.2.P Jlocke gociiaKyBaHOTO JiKapChKOTO
3aco0y Lenvatinib, sepcis 05KMSJ Bix 19 ceprrst 2020 p., anrmiiicbkoro MoBoro; Onosiena Cekiist 3.2.P
Jlocke mociimKyBaHoro Jlikapchkoro 3aco0y Lenvatinib Placebo, sepcis 05KMSH Bix 19 cepras 2020 p.,
aHTJIHCHKOI0 MOBOIO; bporrypa mochigHwWka AOCTIKyBaHOTO Jikapchkoro 3acody E7080, nerBatmHIO
(LENVIMA®, KISPLYX®), penakuist 18 Bixg 30 uepBHsa 2021 poky, aHITIiCbKOI0 MOBOIO; 3MiHA Ha3BU

Ta MICISl IPOBEJACHHSI KJIIHIYHOTO BUIPOOYBaHHS:

byno

Craino

I.M.H., ipo¢. bonnapenko .M.

Komynansuuit 3aknan «/[HimponeTpoBcbka Michbka
OararompodinpbHa  KIiHIYHA  JikapHsI — Nedy
JIHIIpOoneTpoBChKOi 00JacHOi paau», BiIAIIEHHS
xiMioTeparnii, HepxaBHuit 3aKJaj
«/lHimpomneTpoBchka MeInYHa akanemis
MinicTepcTBa OXOpPOHHM  370pOB’S  YKpaiHW»,
kadenpa oHkomorii 1 MemWyHOi paaioiorii,
M. J{Himpo

I.M.H., ipod. bongapenko .M.
Komynanphe
«Micpka kiiHIYHA JikapHs Nedy JIHIIpOBCHKOI
MICBKOI paau, XiMiOTepaneBTUYHE BIIAUICHHS 3
JNEHHUM CTalloHapoM, J[HIMpOBCHKUN JeprKaBHUMN
MEIWYHUNA YHIBEpCHUTET, Kadeapa OHKOJIOTii Ta
MEINYHOI pajioorii, M. J{Himpo

HEKOMEpIliifHe  MiAIPUEMCTBO

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 727 Bin 04.04.2019
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Ha3sa kiiHiuHOTO «PannomizoBane, mojaiiine ciine gociimkeHHs I ga3u komOinamii nemoponizymady (MK-3475) 3 abo

BUIIPOOYBaHHs, KO/, 6e3 nenBaruHiba (E7080/MK-7902) y panime HeTIKOBaHMX TMAIlEHTIB 3 METacTaTHYHUM

Bepcis Ta gaTta HenpioHoK T THHHUM pakoMm jeredb (H/IKPJI) 3 mokazuukom nponopiii nmyxnuau (TPS), mo 6inbme abo
nopisaioe 1% (LEAP-007)», MK-7902-007, 3 inkoprniopoBanoto nonpaskoto 05 Big 02 6epesns 2021 poky

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexeHoro BianosinanpHicTio «MCJl Ykpaina»

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

CynytHi —

Marepiaiau/mpenaparu

CYNYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIEHHS KUIBKOCTI JOCHIDKYBaHUX B YKpaiHi BiA nmonepeaHso 3amaHoanoi 3 80 mo 150 oci6

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 422 Bin 10.03.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PRESERVE 1: ®a3a 3, pangoMizoBaHe, TOJBiiiHE CIlille MOCTIDKEHHS TPUIANMKIIOY y TOPIBHSHHI 3
ianebo y Mali€eHTiB, SKI OTpUMYIOTH Tepamito 13 3actocyBaHHsAM FOLFOXIRI/GeBanusymaldy st
JKYBaHHS METaCTaTHYHOTO KOJIOpEKTaIbHOTO paky», G1T28-207, Bepcist 2.0 Bix 11 ciuns 2021 poky

3asiBHUK, KpaiHa

[TignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

G1 Therapeutics, Inc., United States

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

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




Jonatox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

3amy4yeHHs J0AATKOBOTO MICIS MPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS

Ne I1.1.B. BiAIOBIMAJILHOTO JOCHITHUKA
n/a Ha3zpa Micuig mpoBeieHHS KJIHIYHOTO BUITPOOYBAaHHS
1 | a.m.H., npod. CranicnaBuyk M.A.

KomyHnaneHe HexoMepuiiiHe mianpueMcTBo «BiHHuIbKAa oONacHa KIIiHIYHA JIKapHSA iM.
M.I. TluporoBa Binmuumnpekoi obnacHoi Pamu», BucokocnemiamizoBanuii kiiHiuHME LleHTp
peBMATOJIOTIi, OCTEONmopo3y Ta OiojoriyHOi Tepamii, BiHHUIBKUN HAIOHATBHUA MEIMYHUN
yHiBepcuteT iM. M.I. TIuporosa, kadenpa BHyTpimHpoi Meauuuuau Nel, M. BinHuns

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

Ne 1012 Big 24.05.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baratonieHTpoBe BIIKpUTE OOCHKEHHS (a3u
e(eKTUBHOCTI, (hapMaKOKiHETHKH Ta (papmakonuHamiku npenapary AEVI-007 y marieHTiB 13 XBOpoOOIO
Crimura, mo po3BuHYINacs y gopociiomy Bimi», AEVI-007-A0OSD-101, Bepcis 3.0 Bix 14 rpyaas 2020 poky

Ib mns  omiHku Oe3MeYHOCTi, MEePEeHOCHMOCTI,

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIIUOBIIAJIBHICTIO «PAPMACBIOTIKAJI  PICEPY
ACCOVIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CnoHcop, kpaiHa

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

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepasibnoro aupexkropa /lupekropary
(papmaneBTHYHOTrO 3a0e3Me4YeHHA

Isan 3AZIBOPHUX




Honatok 41
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Bbpomrypa nocnmignuka ans otinimaly, penmakmis 11 Bim 5 tpaBus 2021 poky, aHTIINHCBEKOI MOBOIO;
Indopmaniiiamii mucrok 1 popma 3roam, Bepcis 4.0UKR(uk)1.0 Bix 27 kBitHs 2021 poky, mepekian
ykpaincbkoro MoBow Big 05 tpaBus 2021 poky; Indopmarniiinuit nuctok i ¢gopma 3roau, Bepcis
4.0UKR(ru)1.0 Bix 27 kBitHs 2021 poky, nepekian pociiicbkoro MoBoto Bix 05 tpaBus 2021 poky; 3pa3ok
300pakKCHHS Ha €KpaHi EJICKTPOHHOrO NPHUCTPOI iH(OpMAaLIHHOrO JUCTKA 1 (OpMH 3roau, Bepcis
4.0UKR(uk)1.0 Big 27 weitHs 2021 poky, mepekian ykpaincbkoro MoBoro Bim 05 tpaBHs 2021 poky;
3pa3ok 300pakeHHs Ha €KpaHi eeKTPOHHOI'O MPUCTPOIO 1H(OPMAIIIfHOTO JIHUCTKA 1 GOPMHU 3rO/H, BepCis
4.0UKR(ru)1.0 Bix 27 xBitHs 2021 poky, nepekiaj pociiicbkoro MoBoto Bijg 05 tpaBus 2021 poky; Jlocke
JOCTIKYBAaHOTO JiKapchkoro 3aco0y: Po3min «iikapeekuii 3aci6 GSK3196165 s in’ekuiit», Bia
25 xBiTHa 2021 poky, aHTIIHCHKOIO MOBOK; JOChE IOCIIIKYBAaHOTO JIKapChbKoro 3aco0y: Pozmin
«rikapceka pedoBuHa GSK3196165», Bin 25 kBitHa 2021 poky, aHrmiicekoro MoBo; Jlocke
JOCTIDKYBAHOTO JIIKapChKoro 3aco0y: Posmin «mrame6o mo mikapcbkoi pewoBnan GSK3196165 s
iH’ ek, mornepeaaso HamoBHenu# mmpuil 90 ta 150 mr/mmy, Big 25 kBitHs 2021 poky, aHTIIHCHKOO
MOBOI0; JlO0ChE TOCHIIKYBAaHOTO JiKapchKoro 3aco0y: Po3nin sxocti «IHkancynpoBani Tabnetku Xeljanzy,
Big 23 uepBHs 2021 poky, aHIITIHCHKOI MOBOIO; 3allydeHsl JOJAaTKOBO BHPOOHWUMX niisHOK: Almac
Clinical Services (Souderton) USA Tta Almac Clinical Services (Craigavon) UK mist 3xilicHeHHS
BTOPHUHHOTO MaKyBaHHs Ta MapKyBaHHsI IIpenapaTry oTHiIiMaly Ta BIIOBIIHOIO IuIanedo

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2707 Bix 28.12.2019




2 MPOJIOBXKEHHS noaatka 41

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«52-TrkHEBE, 0araToIeHTPOBE, pPaHIOMI30BaHE, MOABIMHE Ciine aociiKeHHs (a3su 3 aid OIIHKH
epexTuBHOCTI Ta Oe3neunocti mpenapary GSK3196165 y kombinarii 3 METOTpeKcaToM y MOPIBHSAHHI 3
maanedo i ToparuTHHIOOM Yy MAIli€HTIB 3 aKTUBHUM PEBMATOITHUM apTPUTOM CEPEIHBOTO Ta TSHKKOTO
CTYNEHS, SIKI MaJHi HEJIOCTATHIO BIAMOBiAb Ha JiKyBaHHS MeToTpekcarom», 201790, 3 mompaskoro 02 Bix
21 ciuns 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

GlaxoSmithKline Research & Development Limited, United Kingdom

CynytHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

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




Jonatok 42
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

[TomoBsxeHHsI TEPMiHY HMPUAATHOCTI JOCHIHKYBaHOTO Jikapcekoro 3acody AEVI-007 3 Bepecus 2021 p.
Ha Oepesenb 2022 p.

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorienTpoBe BimkpuTe gochipkeHHs ¢asu  1b  gms  omiHkM  Ge3MeYHOCTI, TEePEeHOCHMOCTI,
e(eKTUBHOCTI, (papMakoKiHETUKH Ta ¢apmakoauHamiku npenapaty AEVI-007 y marieHTiB 13 XBOpoOorO
Crinna, mo po3BuHynacs y gopociomy Bii», AEVI-007-A0OSD-101, Bepcis 3.0 Bix 14 rpynus 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «D®APMACBIOTIKAJI PICEPY

ACCOVIIMENUTC YKPATHA» (TOB «DPA YKPATHA»)

CnoHcop, kpaiHa

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

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 43
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

Bpomrypa nocmigHuka mikapcekoro 3aco0y naymimymad (SAR231893/ REGN668), Bepcis Nel5 Bin
23 yepBHs 2021 p., aHTIIHCHKOIO MOBOIO

Howmep ta nara Hakasy
MO3 110710 3aTBEPKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1265 Bin 23.06.2021

Ha3ssa xiiniuyHoro
BUINIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, TMOMBIHE ciime, TUIAlE00-KOHTPOIbOBAHE JIOCHIIKEHHS JUIsl OI[HKH BIUIUBY
nyniaymaly Ha 3amajeHHs AMXalbHHUX HUIAXIB Yepe3 OIIHKY (PYHKIIII JIeTeHb, 3aKyIIOPIOBAaHHS CIIM3Y Ta
IHIIKX MapaMeTpiB Bi3yasi3allii JIereHb y MaieHTiB 3 actMoto», LPS15834, 3 monpaskoro 02, Bepcis 1 Bixa
15 6epesns 2021p.

3asiBHUK, KpaiHa

TOB «Canogi-ABeHtic YkpaiHa»

Crnoncop, kpaina

Sanofi-aventis groupe, France (Canodi-aBenric rpyn, panitis)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honartok 44
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnmignuka mikapchkoro 3acody nayminmymad (SAR231893/ REGN668), Bepcis Nel5 Bin
23 gepsus 2021 p., aHTTIHCHKOIO MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 1246 Bin 26.05.2020
Ne 2393 Bin 21.10.2020
Ne 187 Bin 05.02.2021

Ne 1403 Big 14.06.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomMizoBaHe, MOJBIWHE Cclline, MIae00-KOHTPOIbOBaHEe, S52-THKHEBE Oa30BE TOCIIDKEHHS, SIKE
NPOBOJATh Yy TMapalieIbHUX TIpynax Juis OLIHKM e(eKTUBHOCTI, Oe3MeYHOCTI Ta MepeHOCHMOCTI
nyniaymMaly B MaLI€HTIB 13 XpOHIYHUM OOCTPYKTHBHHMM 3aXBOproBaHHAM JiereHb (XO3JI) Big momipHOro
710 TSDKKOTO CTymeHs 13 3ananeHHsaM 2 tuny», EFC15805, 3 nompaskoro 01, Bepcis 1 Big 29 Bepecns 2020
p-;

«PanmomizoBaHe, mojBiiiHe crimne, Mmuaneb0-KOHTPOJIbOBaHE, 0araToOIEHTPOBE MOCHiTKeHHS 4 ¢a3u B
napajeNbHUX TIpynax Juisi BUBYEHHS BIUIMBY JyniiymMaOy Ha MOpYLIEHHS CHY Yy Tali€HTIB 3
HEKOHTPOJIbOBAHOIO MEPCUCTYI040I0 acTMoro», LPS16677, 3 nmompaskoro 01, Bepcis 1 Bix 17 BepecHs
2020p.;

«PannomizoBaHe, MOJBiiiHE ciine, IUIalE00-KOHTPOIBbOBAHE JOCITIJDKEHHS, IO CKIAJA€ThCS 3 JBOX
YacTHUH, JJs OLIHKM e(EeKTHMBHOCTI Ta Oe3Mme4yHOCTl Aymniiymaly y Mali€HTIB 3 HEKOHTPOJIbOBAaHUM
XPOHIYHUM pHUHOCHHYcUTOM 0Oe3 moutino3y Hoca (XPCOITH)», EFC16723, Bepcis 1 Big 14 Bepecus 2020
POKY;

«PanomizoBane, NojBiiiHe ciine, MIaned0-KOHTPOJIbOBAHE, Y MAPAJIEIbHUX IPyIax, OOpHE
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JIOCJTIJDKEHHST TPUBAIICTIO 52 THXKHI 3 METOI OIIHKH €(EeKTUBHOCTI, O€3MEeKH Ta NEPEHOCHUMOCTI
ayninymaly y MaIi€eHTiB 3 CepeIHHOBAKKUM a00 BAXKKUM XPOHIYHHUM OOCTPYKTHBHUM 3aXBOPIOBAHHIM
neredb (XO3JI) i3 3amanennsm 2 tuny», EFC15804, 3 BHecenoro nmompaskoro 08, Bepcis 1 Bix 29 BepecHs

2020p.
3asiBHUK, KpaiHa TOB «Canogi-ABenric Ykpaina»
CnoHcop, kpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic peuiepiu e aeBenonMan, OpaHiris)
CynytHi —
MaTepiaiu/mpenapari

CYIYTHBOI Teparii

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




JonaTtok 45

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHAX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnmignuka mikapcekoro 3acody nayminymad (SAR231893/ REGN668), Bepcis Nel5 Bin
23 uepus 2021p., aHTTIHCEKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 1070 Big 14.05.2019

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«OHOpIYHE MOCHIKEHHS s OIIHKK JOBTOCTPOKOBOI O€3MeKkd Ta MEPEeHOCHMOCTI Aymiaymaly y
MAIIEHTIB 3 aCTMOIO JUTSYOTO BIKYy, sIKI Opany ydacTb y TMOINEPEIHbOMY KIIHIYHOMY JOCIHIIKEHHI
ayninymaOy Juis TikyBaHHS actMu», LTS14424, 3 nonpaskoro Ne04, Bepcis 1 Bix 15 kBiTHs 2020p.

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YkpaiHa»

CrnoHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

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




Jonatok 46

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

BxmroueHHs 101aTKOBUX MiCIb TPOBEICHHS KJITHIYHOTO JTOCIHKCHHS:

Ne [1.1.b. BiAMOBiAaIBHOTO TOCIiAHUKA
n/a Ha3spa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS
1 | n.m.H., ipo. 3aiines B.I.
ObnacHe KOMyHaJIbHE HEKOMEpLiHE TiAPHEMCTBO «YepHiBelbka 00JacHa KIIIHIYHA JIIKApHSD,
niaApo3ia yposiorii, M. YepHiBLi
2 | k.M.H. Cabamam M.E.
KomyHnaneHe HekoMmepuiiiHe mianpueMcTBo JIbBiBCbKOi 0o6macHOi pagu  «JIbBIBCHKHIA
OHKOJIOTIYHUI pPETiOHAIbHUI JIIKYBaJIbHO-I1arHOCTUYHUI LEHTP», YPOJOTIYHE BiIALICHHS,
M. JIbBiB
3 | mikap CinenpHikoB [.B.
KomynanpHe mianpueMcTBo «BonMHCHKUN 00acHUN METUYHMIA [IEHTP OHKOJOTi» BomuHCchKO1
00J1aCHOI paJii, OHKOJIOTIYHE XIMiOoTepaneBTHYHE BIJIIEHHS, M. JIyIIbk
4 | mupextop Cokyp I.B.

KoMmyHnanpHe  HeKoMeplliifHE MIANPUEMCTBO  «XEPCOHCHKMM  OOJAacHUN  OHKOJOTIYHHUI
JUcTniancepy» XepCcoHChKOi 00J1acHOI pajin, ypoJoridyHe BiIIITICHHs, M. XepCOH, CMT. AHTOHIBKa
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3MiHa HA3BH MICIIS TPOBEACHHS KIIHIYHOTO AOCIIHKCHHS !

byno

Craino

I.M.H., po¢. Kpnxaniscbka A.€.
KomyHnaneHe  HexkomepiriiiHe
«[IpukapnaTcbkuii ~ KIIHIYHUA  OHKOJOTIYHHNA
neHtp IBaHo-®dpaHKiBCbKOi 00JIaCHOI paan»,
MaMoJIOTiyHe BiaiieHHs, [BaHO-PpaHKIBCHKHUN
HAI[lOHAJILHUN MEIUYHHUN YHIBEpCUTET, Kadeapa
OHKOJIOT1i, M. [BaHO-DpaHKiBCHK

MiIITPUEMCTBO

I.M.H., ipod. KpmxkaniBceka A.€.

KomyHnanbhe HEKOMepIIiiiHe i AIPUEMCTBO
«[IpuxapnaTcbkuii KJIIHIYHUNA OHKOJIOTTYHHIA LIEHTP
IBano-®dpankiBcbkoi 00JaCHOT paam», XIpypridyHe
BimaiienHss No2 (BiIJiIEeHHsS MyXJIWMH TOJIOBH Ta
mui, TopakaiabHa XIpypris, OoHKoyposoris), [BaHo-
®dpaHKiBCHKHN HaIlOHAJIBHAHN MEIUYHUN
yHiBepcUTeT, Kadenpa onkomorii, M. IBaHo-
@DpaHKiBCHK

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 762 Bin 20.04.2021

HazsBa xiniiHiyHOTO

«BigkpuTe paHIOMi30BaHE KOHTPOJIHOBAHE JOCTIDKEHHS 3 METOIO OIIHKH €(EKTUBHOCTI Ta O€3MEeYHOCTI
npenapary UGN-102, a Ttakox CTiliKOoCTI BIAMOBiAI Ha TeEpamilo MOpernapaToM y IMOETHAHHI 3
TPaHCYPETPAITBHOIO PE3EKITIEI0 CEYOBOT0 MiXypa 4 0e3 Hei B MAIliEHTIB 13 M S30BO-HEIHBa3UBHUM PaKOM
CEYOBOr0 MiXypa HHU3bKOI'O CTYNEHS 3JIOSKICHOCTI 3 IpyNH MPOMIKHOIO PU3MKY (KOJOBE MO3HAYEHHS
nocmijpkeHHs: ATLAS)», BL0O06, penakiis 1.1 Bix 16 Bepecus 2020 p.

BUIIPOOYBaHHs, KO/,
BepcCis Ta qaTa

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CrnoHncop, kpaiHa «¥Opo/lxen ®@apma Jlimiten» [UroGen Pharma Ltd.], 3pains

CynyTHi —
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary

(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Honatok 47
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIICHHS KIIBKOCTI AOCTIIKYyBaHUX B YKpaiHi no 250 oci0; IlogoBskeHHsT TPUBAlIOCTI KIIIHIYHOTO
nocmipkeHHs B Ykpaini 1o 30 BepecHs 2023 poky

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1896 Bin 27.08.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, nmoaBiiiHe ciine pocmimxeHHs ¢aszu |1l 3 BukopuctanHsaM ABoX Manedo i akTUBHOTO
npenapary B SIKOCTI KOHTPOJIIO 3 METOI0 BUBUEHHS €(PEKTUBHOCTI Ta OE3MEYHOCT] JJOJIaTKOBOI 8-THKHEBOL
Teparii OynecoHimoM 9 Mmr y ¢opmi karncyn y HopiBHAHHI 3 OyaecoHimoM 6 Mr y ¢opmi Kamcyn i
oyaecoHiToM-MMX® 9 mr y ¢opmi TabaeToK y HAIlEHTIB 13 BUPA3KOBUM KOJITOM, pedpakTEepHUM [0
craHaapTHOi Tepanii Mecanasuaomy, BUX-4/UCA, Bepcis 2.0 Bix 02 numnsas 2019 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MeskeHo0 BifnoinansHicTio «OCT YKPATHA»

CrnoHcop, kpaina

Hp. @anpk @apma ['MOX, Himeuunna (Dr. Falk Pharma GmbH, Germany)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JonaTok 48

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

Etuxerka mis nedrobinpory Menokapmiry, ocratouna peaakiist 2.0 mist Yikpaiau Big 12 munas 2021 p.,
OCTAaTOYHUH TMepeKaj 3 aHTIIHCHhKOI MOBH Ha YKpaiHChbKYy MOBY Bia 12 numnusa 2021 p.; JlomanHs HOBOTO
(anmpTepHATHBHOTO) BHPOOHHMKA JOCIIKYBAHOTO JIIKAPCHKOrO 3aco0y: medrodinposiay Meaokapui 666,6
mr (exBiBasieHTHO 500 Mr 11ehTOGIMPOIY) MOPOIIOK I MPUTOTYBAHHS KOHLEHTPATY Ul PO3YMHY VIS
iHdys3iit - "Nipro Pharma Corporation Odate plant”, Snonis

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 146 Bin 21.01.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«baraTonieHTpoBe paHIOMI30BaHE, MOABIMHO CIile JTOCHIIKEHHS 3 OIIIHKU e(DeKTHUBHOCTI Ta OE3MeYHOCT1
nedrobimposy MeAoKapwily B TOPIBHSHHI 3 JAaNTOMIIIMHOM TpH JIKyBaHHI OakTepiemii, BUKIMKaHOT
Staphylococcus aureus, y Tomy uucini iHdekuiiiHoro engokapauty», BPR-CS-009, pemakmis 9.0 Bix
27 motoro 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaina

bazinea ®apmanentuka [nTepranionans Jlta., HIBeinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonarok 49

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3aC001B Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK,
BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

OnoBieHnit mpoToKkoi KiriHivHOTO BUnpodyBanus 64304500CRD2001 3 iHKOpIIOpOBaHOIO MONPABKOIO 7
Bix 04 uepBHs 2021 poky

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 70 Bix 31.01.2017

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmoMizoBaHe MojBiiiHe ciiinie TUIane00-KOHTPOJIbOBaHe OaraToIeHTPOBE AoCTiKeHHs (azu 2b, mo
MIPOBOAUTHCS Y NapajelbHUX Tpylnax 3 METOK OIIHKK Oe3Me4YHOCTI Ta €(PEeKTUBHOCTI 3aCTOCYBAHHS
npemnapaty JNJ-64304500 y nmarieHTiB 3 xBopoOoto KpoHa B akTHBHIN (a3l BiJ cepeTHbOIO 10 BaKKOTO
CTYIIEHS TSHKKOCTI», 64304500CRD2001, 3 inkopriopoBaHoto norpaBkoro 6 Bix 04 mrotoro 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

«STuccen-Cinar Inteprerran HB», Benbris / Janssen-Silag International NV

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

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




Jonarox 50
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo nmpoBeaeHHs KIIIHIYHUX
BUIIPOOYBaHb JIKaPChKHUX 3aC00IB Ta
3aTBEPIKCHHS CYTTEBHX IONPABOK,

BHECEHHS 3MiHH JI0 fojaTka Ne 28 1o Hakazy

MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 23 yepBHs 2021 poky Ne 1265 Ta
BHECEHHS 3MIHU JI0 AoAaTka 87 /10 HaKa3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Big 24 mumns 2021 poky Ne 1553»
20.08.2021 No 1773

InenTudikamis cyrreBoi
MONIPaBKU

Onosnenuii [Ipotokon riniuHOTO Mociimkenas 1 AK-981-1502, Bepcis 3 iHKOPIIOPOBAHOIO MOIIPABKOIO
3 Big 23 kit 2021 p., anrmiiicekoro MoBoro; TAK-981-1502 Indopmaniiinuil IUCTOK Malli€eHTa Ta
¢dopma iHDOpMOBaHOT 3rogu Ui YKpaiHW, aHTIHCHKOI0 MOBOO, Bepcis 5.1 Bim 05 mumas 2021 p.;
TAK-981-1502 Indopmariiinuii nucroxk mnamieHTa Ta Gopma iHPoOpMOBaHOI 3roAau Ais YKpaiHu,
YKpaiHChKOI0 MOBOIO, Bepcist 5.1 Bix 05 mumus 2021 p.; TAK-981-1502 Indopmariiitauii TUCTOK MarieHTa
Ta hopMa iH(OpMOBaHOI 3roau s YKpaiHu, pociiickkoo MoBo0, Bepcis 5.1 Bia 05 numns 2021 p.

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«docmimkennss ¢asu 1b/2 mpemapaty TAK-981 y mnoemnanni 3 IlemOposizymaboMm sl OLHKA
0€31e4HOCT1, IEPEHOCUMOCT] Ta MPOTUIIYXJIMHHOI aKTUBHOCTI Ii€] KOMOIHAIlll y MAalll€HTIB 3 OKPEMHUMHU
nporpecyrounMu  abo  MeTacTaTUUYHUMHM  CONMAHMMHU  myxiauHamm», [TAK-981-1502, Bepcis 3
1HKOpriopoBaHoto nornpaskoro 01 Bixg 22 kBitHsA 2020 p.

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

«Takena Jleenonment Centep Amepikac, Ink.» («TIC Amepikac»), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

CynyTHi
MaTepiaau/mpenapaTu
| CyIyTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatoxk 51

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta
3aTBEPAKEHHS CYTTEBUX MOIMPABOK,
BHECEHHs 3MiHU 110 fojatka Ne 28 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYxpainu Big 23 yepBHs 2021 poky Ne 1265
Ta BHECEHHS 3MIHHU 10 noaarka 87 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
Vkpainu Big 24 nmunas 2021 poky Ne 1553»
20.08.2021 No 1773

Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
BepcCis Ta gaTta

«locmimkenns (a3u 2a 3 BUBYCHHS OE3MEKH, MEPEHOCHUMOCTI, (apMaKOKIHETUKH Ta (hapMaKoIWHAMIKA
aikapeekoro 3aco0y ANXO00S nnst BHYTpIIIHBOBEHHOTO BBEICHHS y TALI€HTIB 3 O1YHUM aMioTpodiyHUM
ckiiepo3omy», ko gocaimkeHHss ANX005-ALS-01, Bepcis 2.0 Big 30 yepBas 2020

3asiBHUK, KpaiHa

TOB «BOPJIIBAWJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

AnnekcoH baitocaencus (Annexon Biosciences), USA

[lepenik mocmipKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
JI03yBaHHsI, BUPOOHUK,
KpaiHa

ANXO005 (ANX005; ANX005); po3unn ms in’exuiit; 20 mr/mi; Vetter Development Services USA, Inc.

Bianosinanbawmii (i)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.m.H. ITiconpka O.B.

JlepxaBHa yctaHoBa «IHCTUTYT HeBpoJoOrii, nmcuxiaTpii Ta Hapkojorii HamioHanbHOI akagemii MEIUYHUX
HayK YKpaiHW», BIJJIJICHHS ayTOIMYHHMX Ta JeT€HepaTUBHUX 3aXBOPIOBaHb HEPBOBOI CHCTEMH, M. XapKiB
2) n.M.H., mpod. Herpuu T.1.

KomyHnanene HekomepiiiiHe mianpueMcTBo JIbBiBCbkoi oOnacHoi pamu «JIpBiBcbka oOnacHa KIiHIYHA
JKapHs», HEBPOJIOT1UHE BIIIIEHHS, M. JIbBIB

[Ipenapatu mopiBHIHHS,
BUPOOHUK Ta KpaiHa




2 MPOJOBXKEHHS 10JaTKy 51

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

bekcepo, cycnensis ais iH €Ki y MONEPEeIHbO 3allOBHEHOMY IINpPHIN, BakmuHa mpoTH MEHIHTOKOKY
ceporpynu B (Bexsero suspension for injection in pre-filled syringe Meningococcal group B Vaccine);
Recombinant Neisseria meningitidis group B NHBA/NadA/fHbp proteins, 50 mxr/0,5 v / Outer membrane
vesicles (OMV) from Neisseria meningitidis group B strain NZ98/254 measured as amount of total protein
containing the PorA P1.4) 25 mkr/0,5 mi; cycniensist s in’exmiii; GlaxoSmithKline Vaccines S.r.l., Italy.

- Cripometp (EasyOne Air, Manufacturer: NDD Medizintechnick AG);
- Iunamometp (MictoFET2 Manual Muscle Tester, Manufacturer: Hoggan Scientific, LLC);
- Enextpomiorpadiuna cucrema (mScan, Manufacturer: Myolex, Inc)

B.o. resepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




